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PRELIMINARY STATEMENT 

Plaintiff IV AX Pharmaceuticals, Inc. ("IV AX") submits this Memorandum in support of 
its motion for summary judgment against the four Food and Drug Administration ("FDA") 
defendants. InMovaPharm. Corp. v. Shalala, 140 F.3d 1060 (D.C. Cir. 1998), the D.C. Circuit 
invalidated an FDA regulation that conditioned a generic drug company's exclusivity rights 
under the Hatch-Waxman Act on the company's "successful defense" against a patent 
infringement suit. In this case, FDA has repeated its earlier error by applying regulations that 
were enacted prior to Mova, this time by holding that a generic drug company's exclusivity may 
be defeated by the patent holder requesting to delist its patent — ^unless the two parties are 
engaged in a patent infringement lawsuit. As Mova recognized, however, Congress did not 
condition the benefits of the Hatch-Waxman Act to the fact of litigation, and FDA has no 
discretion to import such a condition into the statute. 

In the decision under review, FDA ruled that the agency would delist two patents 
claiming simvastatin from the Orange Book — merely because the patentee had not sued IV AX 
for patent infringement and IV AX had not successfully defended such a suit. By delisting the 
patent, the agency deprived IV AX of the 180-day generic exclusivity it would enjoy as the first 
company to file an abbreviated new drug application ("AND A") challenging those two patents as 
invalid or not infringed pursuant to 21 U.S.C. § 355())(2)(A)(vii)(IV). The agency's action is 
arbitrary, capricious, otherwise unlawful, and contrary to the D.C. Circuit's decisions in Mova 
and Purepac Pharm. Co. v. Friedman, 162 F.3d 1201 (D.C. Cir. 1998). 

Once again, FDA seeks to place the fate of the first applicant's exclusivity in the 
patentee's hands and further condition the statutory grant of exclusivity on the applicant's 
success in an infringement lawsuit initiated by the patentee. Indeed, FDA's sole rationale for 
delisting the patents and denying IV AX its 180 days of generic exclusivity is predicated on 
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regulations that FDA itself repealed following Mova. In so doing, however, FDA ignores the 
contribution that manufacturers such as IV AX make by submitting documentation to a patent 
holder which is so detailed and persuasive that the patent holder not only decides not to file a 
lawsuit, but concedes that its patents should not be enforced against AND A applicants. 
Allowing the delisting of patents after a valid Paragraph IV certification has been submitted guts 
the very heart of the incentive structure carefully crafted by Congress in the Hatch- Waxman Act. 

In any event, whatever the merits of FDA's arguments for permitting the delisting of 
patents from the Orange Book in the abstract, nothing in the Hatch- Waxman Act permits FDA to 
distinguish between those applicants who have been sued for patent infringement and those that 
have not — and with good reason. Simply put, there is no rational reason for distinguishing 
between such applicants and FDA's decision must be reversed. IV AX thus seeks declaratory 
and injunctive relief, prohibiting FDA from approving subsequent AND As for simvastatin 
except as consistent with IVAX's 180 days of exclusivity. 

BACKGROUND 

IV AX is a manufacturer and distributor of generic prescription pharmaceuticals in the 
United States. IVAX's products are subject to the regulatory oversight of FDA, which is the 
agency within the United States Department of Health and Human Services charged with 
overseeing, inter alia, the human drug approval process under the authority of the Federal, Food, 
Drug, and Cosmetic Act ("FDCA"), as amended by the Drug Price Competition and Patent Term 
Restoration Act of 1984) (the "Hatch- Waxman Act").i 



' See Drug Price Competition and Patent Term Restoration Act of 1984, Pub. L. No. 98- 

417, 98 Stat. 1585 (1984), codified as amended at 21 U.S.C. § 355. 
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1. The Operative Statutory Framework ~ The Hatch-Waxman Act 

Encourages Generic Drug Companies To Assert Patent Challenges In 
Order To Bring Their Products To Market. 

This case involves provisions of the FDCA, its implementing regulations, and agency 
interpretations relating to ANDAs. The FDCA establishes the requirements for seeking and 
obtaining approval from FDA to market pharmaceutical products in the United States. 

The FDCA requires a pioneer or brand name (i.e., non-generic) drug company seeking 
approval to market a new drug to file a complete New Drug Application ("NDA") that contains, 
among other things, extensive scientific and clinical data demonstrating the safety and 
effectiveness of the proposed new drug. 21 U.S.C. § 355(b)(1). See also 21 C.F.R. §314.50 
(describing content requirements for an NDA). Prior to the 1984 enactment of the Hatch- 
Waxman Act, a company seeking to market a generic version of an already approved drug was 
required to file a new NDA, complete with its own clinical studies demonstrating the drug's 
safety and effectiveness. In conducting the clinical and pre-clinical development work necessary 
to support the generic drug application to be submitted to FDA, however, generic manufacturers 
were subject to potential claims of patent infringement from the brand company based upon that 
clinical development work. See Roche Prod., Inc. v. Bolar Pharm. Co., 733 F.2d 858 (Fed. Cir.), 
cert, denied, 469 U.S. 856 (1984); Warner-Lambert Co. v. Apotex Corp., 316 F.3d 1348, 1357 
(Fed. Cir. 2002)(recognizing that prior to enactment of Hatch-Waxman, "conducting tests and 
developing the necessary information to apply for regulatory approval later on" could constitute 
infringement under Bolar); 

The effect of the Bolar decision (as recognized by the Bolar court itself), was that 
potential generic applicants, in order to avoid patent infringement claims, were forced to wait 
until the expiration of the brand company's applicable patents before even beginning the pre- 
clinical and clinical development work necessary to compile and submit a generic drug 

3 
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application to FDA. See Bolar, 733 F.2d at 864; Telectronics Pacing Sys., Inc. v. Ventritex, Inc., 
982 F.2d 1520, 1524-25 (Fed. Cir 1992)(recognizing that prior to Hatch- Waxman, "the process 
of obtaining FDA approval for the competing product could not be undertaken until the original 
patent expired."); Yamanouchi Pharm. Co., Ltd v. Danbury Pharmacal, Inc., 21 F.Supp.2d 366, 
368 (S.D.N. Y 1998)("... [GJeneric producers, in order to avoid infringement, were previously 
required to await a targeted drug's patent expiration before using a patented drug in any manner 
to acquire FDA approval for commercial purposes"). Given the amount of time needed to 
compile a complete drug dossier along with its supporting clinical studies, coupled with the 
additional time it would take FDA to review and finally approve the generic application after 
submission, the impact of the Bolar decision was to create a de facto patent extension for the 
brand company often extending years after the actual expiration date of the patent. See Eli Lilly 
& Co. V. Medtronic, Inc., 496 U.S. 661, 670 (1990)(discussing Bolar and pre-Hatch- Waxman 
state of the law giving the brand manufacturer a ''de facto monopoly [that] would continue for an 
often substantial period until regulatory approval was obtained."); Warner-Lambert, 316 F.3d at 
1357 (recognizing, before the enactment of the Hatch- Waxman Act, that "it took a substantial 
amount of time for a second or subsequent manufacturer to obtain data and secure regulatory 
approval, requiring those manufacturers to wait until after the expiration of the patent to begin 
testing and other pre-approval activities result[ing] in a de facto extension of the patent term."); 
Bolar, 733 F.2d at 864 (brand company can gain ''de facto monopoly of upwards of 2 years by 
enjoining FDA-required testing of a generic drug until the patent on the drug's active ingredient 
expires"). 

In 1984, however, Congress enacted the Hatch- Waxman Act, which established a 
streamlined procedure for approval of generic drugs in order to increase competition in the drug 
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industry and lower the cost of drugs to consumers. See Serono Labs., Inc. v. Shalala, 158 F.3d 
1313, 1326 (D.C. Cir. 1998) ("The purpose of the Hatch- Waxman Amendments was... 'to 
increase competition in the drug industry by facilitating the approval of generic copies of 
drugs.'") {quoting Mead Johnson Pharm. Group v. Bowen, 838 F.2d 1332, 1333 (D.C. Cir. 
1988)). The Hatch- Waxman Act provides that an entity seeking to market a generic version of an 
already-approved drug is no longer required to file a complete NDA, but may instead file a more 
simplified document called an Abbreviated New Drug Application ("ANDA") which relies on 
the NDA holder's clinical studies and on FDA's prior determination that the NDA-approved 
drug is safe and effective. See 21 U.S.C. § 355G); 21 C.F.R. § 314(c); Mylan Pharms., Inc. v. 
Shalala, 81 F. Supp. 2d 30, 32 (D.D.C. 2000). Under Hatch- Waxman, a generic applicant need 
not conduct its own independent clinical trials to demonstrate safety and efficacy in order for its 
ANDA to be approved, but instead it need only demonstrate, among other things, that the 
proposed generic drug is "bioequivalenf to the approved brand drug. See 21 U.S.C. § 
355G)(2)(A)(iv); 21 C.F.R. § 314.94(a)(7). 

In enacting Hatch- Waxman, Congress also sought to cure the patent extension anomaly 
created by Bolar. See Eli Lilly, 496 U.S. at 670 ("The 1984 Act sought to eliminate this [patent 
term] distortion..."); Warner-Lambert, 316 F.3d at 1357 (same). It did so by setting up a statutory 
mechanism whereby issues of patent infringement and validity could be adjudicated before final 
FDA approval, but in a way so as to allow generic manufacturers to compile and submit generic 
drug applications to FDA (and have FDA begin the regulatory review process) without fear of 
being held liable for patent infringement damages. See Yamanouchi, 21 F.Supp.2d at 368 (After 
enactment of Hatch- Waxman, "now a generic producer may seek expedited FDA approval for 
generic marketing by submitting an Abbreviated New Drug Application (ANDA) prior to the 
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targeted drug's patent expiration."). In so doing, Congress sought to strike a balance between the 
patent rights of the brand manufacturers and the public's strong interest in having faster access to 
lower priced generic drugs. See Andrx Pharm., Inc. v. Biovail Corp. Int'l, 256 F.3d 799, 809 
(D.C. Cir. 2001) (stating congressional intent was "to get generic drugs into the hands of patients 
at reasonable prices-fast"); see also In re Barr Labs., 930 F.2d 72, 76 (D.C. Cir. 1991). 

To achieve this balance, Congress did a number of things. First, it amended the patent 
infringement statute, 35 U.S.C. § 271, to include a safe harbor for generic drug development. See 
35 U.S.C. § 271(e)(l)(providing generic applicants with a safe harbor, free from claims of patent 
infringement, for otherwise infringing use if such use is in cormection with the compilation and 
submission of an ANDA); Eli Lilly, 496 U.S. at 671 ("[Section 271(e)(1)] allows competitors, 
prior to the expiration of a patent, to engage in otherwise infringing activities necessary to obtain 
regulatory approval."); Warner-Lambert, 316 F.3d at 1358 ("Section 271(e)(1) thus partially 
eliminated ... the de facto unintended extension of the patent term, and enabled generic 
manufacturers to test and seek approval to market during the patent term."). 

Congress simultaneously created certain statutory mechanisms and incentives for 
adjudicating claims of patent infringement and validity prior to the time FDA awarded final 
marketing approval to the proposed generic applicant. As a result of the Hatch- Waxman Act, an 
NDA submitted by a brand company must now contain information on any patent that claims the 
drug that is the subject of the NDA, or the method of using that drug, for which a patent 
infringement claim could reasonably be asserted against another party seeking to market a 
competitive product. 21 U.S.C. § 355(b)(1); 21 C.F.R. § 314.50(h); 21 C.F.R. § 314.53(b). FDA 
then publishes that information for potential generic applicants and others to rely upon, see 21 
C.F.R. § 314.53(e), in a publication entitled "Approved Drug Products With Therapeutic 
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Equivalence Evaluations," commonly referred to as the "Orange Book." See leva Pharm. USA, 
Inc. V. Pfizer, Inc., 395 F.3d 1324, 1328 (Fed. Cir. 2005). 

Any generic applicant who seeks approval to market a generic version of a brand drug for 
which a patent has been listed in the Orange Book must include, as part of its AND A, one of four 
certifications with respect to each patent listed in the Orange Book by the NDA holder. 21 
U.S.C. § 3550)(2)(A)(vii)(I-IV); 21 C.F.R. § 314.94(a)(12)(i)(A)(l-4). The certification at issue 
here - - known as a "paragraph IV" certification - - informs the FDA that the ANDA applicant 
seeks to market its proposed generic product before the patent expires, because the ANDA 
applicant believes the patent is invalid, unenforceable or will not be infringed by the proposed 
generic drug product. See 21 U.S.C. § 355G)(2)(A)(vii)(IV); 21 C.F.R. § 314.94(a)(12)(i)(A)(4); 
21 C.F.R § 314.107(b)(3); see also Mylan Pharm. Inc. v. Thompson, 268 F.3d 1323, 1332 (Fed. 
Cir. 2001); Teva Pharms., USA, Inc. v. FDA, 182 F.3d 1003, 1009 (D.C. Cir. 1999).^ If the 
ANDA applicant challenges the validity or enforceability of a listed patent or patents, or claims 
that its proposed product will not infringe that patent or patents, it submits a "paragraph IV" 
certification to FDA, along with notice to the patent owner and NDA holder (usually, but not 



2 The FDA "does not evaluate patent information that companies submit to it; it just 

passively pubUshes information it receives." Purepac Pharm. Co. v. Thompson, 354 F.3d 877, 
880 (D.C. Cir. 2004). Instead, the FDA exercises only a ministerial role in reviewing patents for 
inclusion in the Orange Book. See Apotex, Inc. v. Thompson, 3A1 F.3d 1335 (Fed. Cir. 2003); 
aaiPharma Inc. v. Thompson, 296 F.3d 227 (4th Cir. 2003); Alphapharm PTY Ltd. v. Thompson, 
330 F. Supp. 2d 1 (D.D.C. 2004). Thus, regardless of whether an ANDA applicant beheves the 
information is false or otherwise violates regulatory or statutory requirements for listing in the 
Orange Book, the applicant ''must, if it submits an ANDA, treat the disputed patent as valid" 
and, if it wishes to challenge the patent, ''must include ... a paragraph IV certification." 
Purepac, 354 F.3d at 880 (emphasis added). 
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always, the same entity) explaining the basis for its certification. See 21 U.S.C. § 355(j)(2)(B)(i- 
ii); 21 C.F.R.§ 314.94(a). 

The filing of an ANDA containing a paragraph IV certification is deemed to constitute a 
statutory act of infringement, exposing the paragraph IV ANDA filer to a patent infringement 
lawsuit by the patent holder or NDA owner. See Eli Lilly, 496 U.S. at 678 (the submission of an 
ANDA containing a paragraph IV certification constitutes a technical act of infringement 
enabling the court to adjudicate patent issues raised by the generic application); My Ian Pharms. 
V. Shalala, 81 F.Supp.2d at 32 (Roberts, J.)("A generic drug manufacturer's filing of a so-called 
'Paragraph IV' certification has important legal consequences. It automatically creates a cause of 
action for patent infringement.") The patent owner or NDA holder has 45 days upon receipt of 
the notice to bring such an action for patent infringement. 21 U.S.C. § 3550(5)(B)(iii); 21 
C.F.R. § 3 14. 107(b)(3). If suit is brought, FDA may not approve the ANDA for the drug until 30 
months from the date of the notice, unless a final decision is reached in the patent litigation or 
the court orders a longer or shorter time. See 21 U.S.C. § 355G)(5)(B)(iii); 21 C.F.R. § 
314.107(b)(3). If no such suit is brought, FDA may approve the paragraph IV ANDA upon 
determining that the ANDA is for a drug that contains the same active ingredient and is 
bioequivalent to the NDA-approved drug, and that it meets the other statutory requirements for 
approval. 

2. The Reward For Expeditiously Asserting Patent Challeges - - Hatch- 

Waxman's 180-Day Exclusivity Provisions 

As evidenced by the above-discussed statutory scheme, the Hatch- Waxman Act, by 

design, encourages generic drug companies to challenge pharmaceutical patents in order to bring 

generic products to market faster. See, e.g., Andrx, 276 F.3d at 1371. The first generic drug 

company to challenge a patent bears research and legal costs in either designing around a patent 

8 
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or challenging a patent on grounds of invalidity or unenforceability. Moreover, the first filer 

runs the risk of substantial litigation costs. 

Thus, in order to encourage generic drug companies to undertake these substantial costs 

and risks, Congress created a critical incentive under the Hatch- Waxman Act to reward the first 

generic manufacturer to file a Paragraph IV certification challenging a drug patent - - namely, a 

1 80 day period of "exclusivity" during w^hich no other generic version of the drug will be 

approved. See 21 U.S.C. § 355G)(5)(B)(iv); 21 C.F.R. § 314.107(c)(1). As this Court has 

explained: 

In order to encourage generic drug makers to incur the potentially 
substantial litigation costs associated with challenging pioneer 
drug makers' patents, the Hatch- Waxman Amendments provide an 
added incentive for generic drug producers to file Paragraph IV 
certifications. The first manufacturer to file an AND A containing a 
Paragraph IV certification with respect to a specific patent is 
awarded a 180-day period of exclusive marketing rights for a 
generic version of the drug claimed by that patent. In other words, 
no other ANDA for the same generic drug product will be 
approved during those 180 days. 

Mylan Pharms. v. Shalala: 81 F.Supp.2d at 33 (Roberts, J.); see also Mova, 140 F.3d at 1064; 

Dr. Reddy's Labs. Ltd v. Pfizer, Inc., No. 03-CV-726, 2003 WL 21638254, at *7 (D.N.J. July 8, 

2003). The statute provides that this exclusivity period shall begin when the generic company 

first commercially markets its product or, if earlier, if and when a court issues a decision 

"holding the patent which is the subject of the certification to be invalid or not infringed."^ Id. 

Initially, FDA promulgated a regulation to require the "successfiil defense" of a patent 

infringement lawsuit brought by the patentee against the first applicant in order for that applicant 



3 The Medicare Modernization Act of 2003 ("MMA") amended the Hatch- Waxman Act 

provisions governing exclusivity. However, those amendments do not apply here because Ivax's 
ANDA was filed prior to the enactment of the 2003 Act. See Pub. L. No. 108-173 § 1 102(b)(1). 
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to be eligible for 180 days of exclusivity. As part of its comprehensive regulatory scheme 
implementing the "successful defense" approach to the Hatch- Waxman Act, FDA adopted 21 
C.F.R. § 314.107(c) (1994), which required that "the applicant submitting the first application 
ha[ve] successfully defended against a suit for patent infringement brought within 45 days of the 
patent owner's receipt of notice" of the Paragraph IV certification before becoming eligible for 
1 80 days of generic exclusivity. See Abbreviated New Drug Application Regulations; Patent and 
Exclusivity Provisions, 59 Fed. Reg. 50338, 50367 (Oct. 3, 1994). At the same time, the FDA 
adopted 21 C.F.R. § 314.94(a)(12)(viii)(B), which prohibited delisting whenever the first 
applicant might become eligible for exclusivity — which necessarily meant whenever the first 
applicant had been sued by the patentee within 45 days of filing its Paragraph IV certification. 
See 59 Fed. Reg. 50338 (Oct. 3, 1994). The FDA reasoned that once there was litigation, and 
thus the potential for exclusivity, "[i]f a patent were removed from the list immediately upon a 
court decision that the patent is invalid or unenforceable, an applicant with a subsequently filed 
application might seek to certify that there is no relevant patent and seek an immediately 
effective approval," thereby nullifying the 180-day exclusivity period because of the first 
applicant's successful defense. Id. at 50348. To ensure that this did not occur, "the agency ... 
required that a patent remain on the list [pending litigation and] after being declared invalid or 
unenforceable until the end of any applicable 180-day exclusivity period." Id. 

Because the Hatch- Waxman Act contains no "successful defense" requirement, however, 
the D.C. Circuit rejected it in Mova.'^ Although the Mova court did not resolve the situation 



4 In an unpublished decision issued a little over a week before Mova was decided, the 

Fourth Circuit reached the same conclusion, namely that FDA's successful defense requirement 
was inconsistent with the plain language of the exclusivity statute. See Granutec, Inc. v. Shalala, 
139 F.3d 889, 1998 WL 153410 *7 (4* Cir. 1998)("Thus, we hold the 'successful defense' 

(Continued...) 
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where the first applicant is never sued by the patentee, it "cautioned that 'Congress may have 
intended to reward the first ... appUcant for his enterprise whether or not he is later sued.'" 
Purepac, 162 F.3d at 1205 (quoting Mova, 140 F.3d at 1071 n.ll). The D.C. Circuit 
subsequently held that nothing in the statute conditions exclusivity on there being a lawsuit 
against the first applicant. To the contrary, "Section 355(j)(5)(B)(iv) does not, on its face, 
require the first applicant to be sued in order to benefit from market exclusivity." Purepac, 162 
F.3d at 1204. The Purepac court thus held that "[tjhere is nothing irrational in the FDA's giving 
first applicants the 180-day exclusivity period even if they have not been sued. On its face, the 
statute does the same." Id. at 1205 (emphasis added). 

3. IV AX Files The First ANDA For Four Dosages Of Simvastatin. 

Merck holds the approved NDA for simvastatin. No. 19-766, which it sells as Zocor®. 
Simvastatin is in a class of medications called HMG-CoA reductase inhibitors, also knovm as 
statins. Statins slow the production of cholesterol in the body and, thus, are prescribed for those 
suffering from atherosclerosis. Merck initially submitted one patent to the FDA as claiming 
Zocor®, U.S. Patent No. 4,444,784 (the '784 patent"). The '784 patent expires on June 23, 
2006, but is not at issue in this litigation. Merck later amended its NDA to list two additional 
patents, U.S. Patent Nos. RE 36481 ('481 patent) and RE 36520 ('520 patent). All three patents 
were listed in the Orange Book as of December 14, 2000. 

On December 14, 2000, IV AX filed ANDA 76-052, the first application containing a 
Paragraph IV certification with the FDA for approval of 5-mg, 10-mg, 20-mg, and 40-mg dosage 
strengths of generic simvastatin, asserting that the '481 patent and '520 patent were invalid or 



requirement contained in 21 C.F.R. § 314.107(c)(1) to be an invalid addition to the statutory 
requirements for exclusivity. Genpharm, as the first ANDA filer, was therefore entitled to a 
period of exclusivity under the statute."). 
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not infringed. In the same AND A, IV AX filed a Paragraph III certification with respect to the 

'784 patent. The Paragraph III certification means that IV AX does not challenge the validity of 

the '784 patent, and believes that its ANDA cannot receive final approval until the '784 patent 

expires on June 23, 2006. 

Although filing an ANDA with a Paragraph IV certification as to the '481 and '520 

patents constituted an act of patent infringement, Merck never sued IV AX to enforce those 

patents. As such, I VAX anticipates that FDA will grant final approval upon the expiration of the 

'784 patent in June 2006. 

4. FDA Removes The '481 And '520 Patents From The Orange Book 

And Denies IVAX's Citizen Petition. 

On October 10, 2003, Merck submitted a letter requesting that the '481 and '520 patents 
be removed from the list of patents claiming Zocor® in the Orange Book. Before IV AX ever 
had the opportunity to exercise its 180 days of exclusivity, in September 2004, FDA removed the 
'481 and '520 patents from the Orange Book, thereby, according to FDA, depriving IV AX of the 
exclusivity secured by the Hatch- Waxman Act. FDA never consulted with IV AX or gave it any 
opportunity to object or otherwise be heard before it delisted the patents. 

After learning of FDA's delisting, IV AX submitted a citizen petition to FDA on January 
12, 2005, pursuant to 21 C.F.R. § 10.30 and Section 505 of the FDCA, requesting that FDA not 
approve subsequent AND As for simvastatin tablets for 180 days from the date of first 
commercial marketing of simvastatin under IVAX's ANDA No. 76-052, and that FDA reinstate 
the '481 and '520 patents in the Orange Book (thus requiring subsequent AND As for simvastatin 
tablets to contain certifications to the '481 and '520 patents). See FDA Docket No. 2005P- 
0008/CPl. Similarly, on February 1, 2005, Ranbaxy Laboratories Ltd. ("Ranbaxy")— which 
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alleges it filed the first Paragraph IV certification for 80-mg simvastatin — also filed a citizen 
petition seeking the reinstatement of the two patents.^ See FDA Docket No. 2005P-0046/CP1. 

On October 24, 2005, in a letter from Steven K. Galson, Director, Center for Drug 
Evaluation and Research, FDA denied both citizen petitions^. The agency observed that the 
statutory provisions applicable to patent listings in the Orange Book did not specifically address 
the delisting of patents, see 10/24/05 Letter at 5, and that the agency "could refiise to delist a 
patent once a paragraph IV certification has been submitted, thus permitting the first challenger 
to remain eligible for exclusivity," id. at 8. It also acknowledged that the "180-day period of 
marketing exclusivity acts as an incentive and reward to a generic drug manufacturer that 
exposes itself to the risk of patent litigation by being the first applicant to submit a paragraph IV 
certification to a patent." Id. at 6. And it fiarther acknowledged that an "applicant's eligibility 
for exclusivity is not contingent on successfully defending patent litigation, or even upon being 
sued as a result of the paragraph IV certification." Id. at 7. Despite these concessions, however, 
FDA adopted a rule under which it will "withdraw the patent in some circumstances, but not in 
others," and determined that the relevant "circumstance []" was "when the [Paragraph IV] patent 
challenge has resulted in litigation." Id. at 8. 

FDA reached its decision by relying on 21 C.F.R. § 314.94(a)(12)(viii)(B), a pre-Mova 
regulation, which provides that "[a] patent that is the subject of a lawsuit under § 314.107(c) 
shall not be removed from the list until FDA determines that no delay in effective dates of 
approval is required under that section as a result of the lawsuit [because of a first applicant's 



5 Under the Hatch- Waxman Act, different dosages of a particular compound constitute 
distinct drugs. See 21 U.S.C. § 355(j)(2)(A)(iii). 

6 A copy of FDA's 1 0/24/05 letter ruling is attached as Exhibit 1 . 
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exclusivity], that the patent has expired, or that any such period of delays in effective dates of 
approval is ended." 21 C.F.R. § 314.94(a)(12)(viii)(B); see 10/24/05 Letter at 11-12. However, 
not just any lawsuit would do. The agency "interpret[ed] the reference to 'lawsuit under 
§ 314.107(c)' to be a lawsuit ... as described in 21 C.F.R. 314.107 before it was amended." 
10/24/05 Letter at 12 n.l7 (emphasis added). Even though the "regulation at 21 C.F.R. 
314.107(c) was amended after Mova to remove reference to the 'successful defense' 
requirement," FDA ruled that only lawsuits described in the pre-M?va version of the 
regulation — i.e., those brought by the patentee against the first applicant within 45 days of 
receiving notice of the Paragraph IV certification — would preclude delisting patents from the 
Orange Book, id., and not lawsuits brought against subsequent applicants or declaratory 
judgment lawsuits brought by an applicant against the patentee. 

The agency was concerned "if an ANDA applicant were successful in challenging a 
patent, withdrawing the patent from the list immediately would destroy any exclusivity benefit 
by permitting all other AND As for the drug product to be approved immediately." Id. at 12 
(emphasis added). Thus, to "appropriately maintain the patent listing when there is litigation, 
against the possibility that the ANDA applicant will prevail," the agency prohibited delisting 
whenever there was litigation. Id. (emphasis added). FDA asserted that "[e]ven though 
successful defense of a patent infringement lawsuit is not a factor in eligibility for exclusivity" 
after Mova, it was reasonable to decide when exclusivity would remain and when it would be 
extinguished solely on the basis of whether a lawsuit was filed by the patentee against the first 
applicant. Id. at 13. FDA conceded that it was giving the patentee the power to decide whether 
180-day exclusivity would be awarded whenever it has not litigated the claims made in the 
Paragraph IV certification. See id. at 15. 
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Based on FDA's act of delisting the '481 and '520 patents, Ranbaxy filed suit against the 

agency on September 16, 2005. See D.D.C. No. 05-1838 (RWR). IV AX filed this parallel 

action on November 7, 2005, and filed an unopposed motion to have it consolidated with the 

Ranbaxy action and briefed in accordance with the Ranbaxy briefing schedule. This motion for 

summary judgment follows. 

ARGUMENT 

FDA'S DELISTING OF PATENTS FROM THE ORANGE BOOK AFTER A 
PARAGRAPH IV CERTIFICATION CHALLENGING THOSE PATENTS WAS 
FILED IS ARBITRARY, CAPRICIOUS, AND CONTRARY TO LAW. 

FDA's decision to delist the '481 and '520 patents and thereby deny IV AX the 180 days 
of exclusivity to which it was otherwise entitled as the first ANDA applicant to file a Paragraph 
IV certification (with respect to 5-mg, 10-mg, 20-mg, and 40-mg simvastatin), is a thinly veiled 
attempt to resuscitate the successful defense requirement repudiated by the D.C. Circuit in Mova. 
After Mova, the FDA was supposed "to go back to the drawing board." Purepac, 162 F.3d at 
1205. Yet, in its 10/24/05 letter ruling, FDA stubbornly adheres to the successful defense 
requirement, denying IV AX its statutory right to exclusivity solely because it was not sued in 
response to its first-filed paragraph IV ANDA. 

In this case, there is no dispute that the FDA delisting regulation was once part and parcel 
of the "successful defense" requirement. Yet although FDA has repealed that requirement as a 
condition on exclusivity, FDA insists on defending the same litigation distinction drawn in its 
pre-Mova regulation governing the delisting of patents from the Orange Book. See 21 C.F.R. 
§ 314.94(a)(12)(viii)(B). FDA's arguments, however, are not coherent because they are really 
nothing more than post-hoc rationalizations to defend the vestigial column of the house that 
Mova knocked down. Prior to Mova, the FDA regulation permitted delisting of patents except 
where an ANDA applicant could become eligible for exclusivity, because the old scheme 
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required that, before the first appHcant could become eUgible for exclusivity, it had to be sued by 
the patentee within 45 days of giving notice of its Paragraph IV certification. In a strained effort 
to make sense of its regulation's litigation requirement, FDA is forced to rely on the pre-Mova 
version of § 314.94(c), which expressly required a suit by the patentee against the first applicant 
as a precondition to exclusivity. That requirement, of course, was obliterated by Mova. 

Indeed, as the D.C. Circuit clearly held, nothing in the statute requires that the first 
applicant be sued in order to benefit from market exclusivity. Purepac, 162 F.3d at 1204. With 
the theoretical underpinnings for its litigation distinction gone, there is simply no rational reason 
for FDA to distinguish between those Paragraph IV applicants who are sued for infringement and 
those who are not in awarding exclusivity. As explained below FDA's interpretation of 21 
C.F.R. § 314.94(a)(12)(viii)(B) and the Hatch- Waxman Act as permitting the delisting of patents 
from the Orange Book after a patent has been challenged through a Paragraph IV certification, 
except where the patentee has filed suit, is arbitrary, capricious, and not in accordance with 
governing caselaw. 

A. FDA's Litigation Distinction Is Arbitrary And Capricious. 

In denying the citizen petitions, FDA purports to create a blanket rule permitting all 

NDA-holders to delist patents at will, regardless of whether a Paragraph IV certification has been 

filed — ^thereby potentially depriving an ANDA applicant of 1 80 days of generic exclusivity — 

subject only to "one limited exception . . . which is to maintain the listing of such a patent when a 

paragraph IV patent challenge has resulted in litigation." 10/24/05 Letter at 2. This, of course, is 

not a "limited exception," as it is characterized by FDA, but a pervasive one that penalizes those 

first applicants who are not sued. Whatever the merits of FDA's arguments for permitting the 

delisting of patents from the Orange Book in the abstract, nothing in those arguments permits 

FDA to distinguish between those applicants who have been sued for patent infringement and 
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those that have not. Indeed, the FDA's various justifications for permitting the delisting of 
patents generally do not support the litigation distinction FDA has drawn. Simply put, following 
Mova and Purepac, applicants who are sued and those who are not are similarly situated when it 
comes to their eligibility for exclusivity. '^ In both situations, the applicants risked litigation by 
filing a paragraph IV certification. Thus, there is no justification for distinguishing AND As that 
provoke litigation and those that do not, and FDA's approach caimot withstand scrutiny. 

FDA contends that delisting is appropriate because "[i]f a patent remains listed, any 
applicant submitting an ANDA for the drug product after the NDA holder requests delisting must 
nonetheless comply with the patent certification requirements of section 505(j)(2)," and that 
"[a] 11 of these steps would need to be undertaken if the patent remains listed, even though the 
NDA holder has represented (by requesting the delisting) that the patent does not meet the listing 
criteria under section 505(b)(1) or (c)(2) and 21 CFR 314.53." 10/24/05 Letter at 14-15. Yet, 
that would be equally true if, following the commencement of litigation against the first 
applicant, the NDA holder had a change of heart — ^perhaps in response to the arguments 
presented — and sought to delist its patents. Nonetheless, under FDA's decision, the first 
applicant would retain exclusivity in the latter case, merely because of the fact that it was sued. 

This result highlights the irrationality of FDA's "must be sued" position. FDA fails to 
explain what litigation qualifies to prevent patent delisting. Under the pre-Mova successful 
defense requirement, an ANDA applicant had to successfiilly defend a suit brought against it to 



"7 The only difference being is that an applicant who is sued may ultimately lose and be 

forced to convert its Paragraph IV certification to a Paragraph III certification, which does not 
entitle it to exclusivity. See, e.g., Mylan P harms., Inc. v. Henney, 94 F. Supp. 2d 36 (D.D.C. 
2000), vacated as moot sub nom. Pharmachemie B. V. v. Barr Labs., Inc. , 276 F.3d 627 (D.C. 
Cir. 2002). 
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qualify for exclusivity. Therefore, a suit that was voluntarily dismissed by the plaintiff or a 
settlement that did not result in a finding of invalidity, non-infringement, or unenforceability did 
not qualify. The D.C. Circuit ruled that this position found no support in the statute or in FDA's 
regulations. 

The illogic of FDA's position is further demonstrated by the following scenario. Assume 
that Merck had sued IV AX but not Ranbaxy and then dismissed its lawsuit against IV AX. 
Under these facts, FDA would not permit Merck to delist the two patents with respect to the 5, 
10, 20 and 40 mg strengths on which IV AX filed the first paragraph IV certification. Because 
Ranbaxy apparently filed the first paragraph IV certification on the 80 mg strength and was not 
sued, Merck would be permitted to delist the patents with respect to that strength. The converse 
would result if Merck sued Ranbaxy but not IV AX. Merck would be able to delist the patents as 
they apply to the 80 mg strength but not the four other strengths. The absurdity of this result is 
obvious. 

FDA also contends that "delisting a patent at the NDA holder's request is likely to speed 
approval of generic drugs." Id. at 15. If there is any general truth to that statement it is only 
because FDA will be depriving the first applicant of its 1 80 days of statutorily provided generic 
exclusivity. Here, for example, IV AX has done everything the Hatch- Waxman Act 
contemplates to bring its product to market as soon as possible. IV AX would have been 
"entitled to 1 80-days of exclusive marketing after the forty- five days . . . passed" from giving 
notice of its Paragraph IV certification to Merck, Mylan Pharms., 94 F. Supp. 2d at 51 (emphasis 
added), except for the happenstance that a blocking patent remained. And with the expiration of 
that blocking patent in June 2006, IV AX expects to begin marketing generic simvastatin. 
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Eviscerating IVAX's exclusivity will not bring any generic simvastatin product to market 
sooner. 

Indeed, FDA's arguments about speeding approval of generic drugs in the event that the 
first applicant is "unable to obtain approval for its ANDA or fails to being marketing of an 
approved drug" when eligible — neither of which have occurred here — ^has been repeatedly and 
consistently rejected by every court to consider it. See, e.g., Mova, 140 F.3d at 1067; Mova v. 
Pharm. Corp. v. Shalala, 955 F. Supp. 128, 130-31 (D.D.C. 1997); InwoodLabs., Inc. v. Young, 
723 F. Supp. 1523, 1527 (D.D.C. 1989) (noting that the "last possibility is not likely because of 
the clear economic incentives to get the product on the market and begin enjoying the period of 
exclusivity as soon as possible"), appeal dismissed, 43 F.3d 712 (D.C. Cir. 1994) (Table). 
Moreover, as the D.C. Circuit noted in Mova, FDA itself previously recognized that "'the 
applicant's decision not to market the drug deserves to be protected because a delay in marketing 
serves the public interest.'" 140 F.3d at 1070 (quoting 54 Fed. Reg. 28872, 28894 (1989)). In 
any event, if accepted, FDA's rationale would apply equally if a delisting request were made 
while litigation were pending, and thus it provides no support for distinguishing between 
Paragraph IV certifications that lead to litigation and those that do not. 

At bottom, FDA's reasoning "ignores the contribution that manufacturers ... make by 
submitting documentation to a patent holder which is so detailed and persuasive that the patent 
holder decides not to file a lawsuit. Such a contribution is equally valuable in terms of opening 
up the market to generic competition." Inwood, 723 F. Supp. at 1526. All the more so here 
where the patentee concedes its patent is inapplicable. The statute recognizes the first 
applicant's contribution regardless of whether its Paragraph IV certification provokes litigation. 
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See, e.g., Purepac, 162 F.3d at 1204-05. Thus, there is no basis for FDA to distinguish whether 
the exclusivity award will be granted solely because an applicant was or was not sued. 

It is no answer to suggest, as FDA does, that exclusivity should not be awarded to the 
first Paragraph IV filer merely because the patentee concedes its patent was improperly listed in 
the Orange Book. Once a patent is listed, an applicant ''must, if it submits an AND A, treat the 
disputed patent as valid" and include a Paragraph IV certification if it wishes to challenge the 
patent — ^regardless of whether it is improperly listed. Purepac, 354 F.Bd at 880. Under the 
FDA's hands-off approach to Orange Book listings, there is no other way to seek to market a 
generic product before the listed patent expires. Yet, if an applicant makes the investment to 
design around that patent, and takes the risk of being a first filer, it will obtain no exclusivity 
reward if the patent is subsequently delisted — ^perhaps for the very reasons articulated by the 
applicant. Ironically, however, if the patentee first files suit and then sees the error of its ways, 
the applicant will retain exclusivity under FDA's irrational position, regardless of whether the 
patent was improperly listed. 

Indeed, that was the very issue in Torpharm, Inc. v. Thompson, 260 F. Supp. 2d 69 
(D.D.C. 2003), aff'd sub nom. Purepac, 354 F.3d 877. There, while it was beyond dispute that 
the patent had been improperly listed, FDA would not have permitted delisting if the result was 
that the first applicant would lose its exclusivity. Only after the agency concluded that the party 
first filing a Paragraph IV certification was not eligible for exclusivity (because it should have 
filed a section viii statement rather than a Paragraph IV certification), did FDA, the district court, 
and ultimately the D.C. Circuit permit delisting. So too here where IV AX otherwise remains 
eligible for its exclusivity. 
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In sum, there is no legal basis for distinguishing between IV AX and an applicant who 

happens to be sued. The reasons offered by the FDA for permitting delisting and stripping 

IV AX of its exclusivity would apply equally well even if litigation had been commenced. Such 

"[ijntemally inconsistent reasoning by a government agency is not entitled to any deference by 

the courts, and is inherently arbitrary and capricious." Mylan, 94 F. Supp. 2d at 48. Because 

FDA cannot offer a justification for awarding exclusivity where the first applicant is sued, but 

not where it is not (other than one rejected by every court to consider it, as discussed below), 

FDA's denial of IV AX' s exclusivity cannot stand. 

B. FDA's Litigation Distinction Has Been Rejected By Caselaw And Is Not 
Entitled To Chevron Deference. 

FDA's sole justification for distinguishing between those cases "when a paragraph IV 
patent challenge has resulted in litigation," 10/24/05 Letter at 2, and those when it has not, is to 
preserve exclusivity in the event "that the ANDA applicant will prevail and the patent will be 
found invalid or not infringed," id. at 12. However, this distinction simply makes no sense in a 
post-Movfl, post-Purepac world, where exclusivity does not hinge on a lawsuit against the first 
applicant (or any other applicant, for that matter). The rejection of the "successful defense" 
requirement, and indeed, the rejection of any litigation requirement whatsoever, eviscerates 
FDA's only plausible justification for distinguishing between first applicants who are sued and 
those who are not when considering delisting, and thus requires that FDA's decision be vacated. 
Indeed, because it is predicated on a distinction rejected by the D.C. Circuit, FDA's 
interpretation of the Hatch- Waxman Act to permit delisting in the absence of litigation is simply 
not entitled to deference under Chevron, U.S.A., Inc. v. Natural Resources Defense Council, Inc., 
467 U.S. 837 (1984). The D.C. Circuit already found that the regulatory provision on which 
FDA ultimately relies (21 C.F.R. § 314.107(c)) could not survive the first step of Chevron. See 
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Mova, 140 F.3d at 1069. Moreover, as explained below, FDA's distinction between lawsuits 
initiated by the patentee and other lawsuits further founders on Chevron step one, because it is 
inconsistent with the plain, unambiguous text of 21 U.S.C. § 355(j)(5)(B)(iii). See Chevron, 467 
U.S. at 842. When a statute is clear, "consideration of administrative interpretation contrary to 
such language is inappropriate; the agency cannot by its interpretation, override the 
congressional will as memorialized in the statutory language." Inwood, 723 F. Supp. at 1526. 
Further, should the Court reach Chevron Step Two, FDA's approach to delisting is unreasonable 
because it is inconsistent with the statutory text, structure, and purpose and because it is 
internally inconsistent and arbitrary. See Chevron, 467 U.S. at 837; Thomas Jefferson Univ. v. 
Shalala, 512 U.S. 504, 512 (1994); Mylan, 94 F. Supp. 2d at 48. It is, thus, entitled to no 
deference. 

Prior to Mova, FDA interpreted 21 U.S.C. § 355(j)(5)(B)(iv) as providing that only "the 
applicant submitting the first application [and who] has successful defended against a suit for 
patent infringement brought within 45 days of the patent owner's receipt of notice" was eligible 
for 180 days of generic exclusivity. 21 C.F.R. § 314.107(c)(1) (1994) (quoted text subsequently 
deleted in 1998 following Mova). Litigation was, thus, a necessary component of obtaining 
exclusivity. After Mova, litigation became irrelevant to obtaining exclusivity. As the district 
court in Mova observed, the Hatch- Waxman Act "does not include a 'successful defense' 
requirement, and indeed it does not even require the institution of patent litigation." Mova, 955 
F. Supp. at 130. Rather, it is the applicant's "first filing of an ANDA ... under paragraph IV, 
and not [the patentee's] infringement suit that required FDA to withhold approval from 
subsequent paragraph IV filers." Id. Similarly, in Purepac, the D.C. Circuit observed that 
"Section 355(j)(5)(B)(iv) does not, on its face require the first applicant to be sued in order to 
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benefit from market exclusivity."" 162 F.3d at 1204 (emphasis added). Indeed, the Purepac 
court plainly held that there was "nothing irrational in ... giving first applicants the 180-day 
exclusivity period even if they have not been sued," because "/o/« its face, the statute does the 
same.'' Id. at 1205 (emphasis added). While the court-decision trigger commencing the 180-day 
exclusivity period "presupposes a lawsuit," the commercial -marketing trigger "does not." Id. at 
1204. Thus, in its post-Mova Guidance for Industry, FDA acknowledged that exclusivity should 
not depend on whether a party is sued. Rather, "180 days of marketing exclusivity should be 
granted to the first ANDA applicant who files a paragraph IV certification, regardless of 
whether the applicant is subsequently sued for patent infringement." Guidance for Industry: 
180-Day Generic Drug Exclusivity Under the Hatch-Waxman Amendments to the Federal Food, 
Drug, and Cosmetic Act 3 (.Tune 1998) (emphasis added) available at 
Jittp://www.fda.gov/cder/guidance/2576fnl.pdf (last visited Noa^. 7, 2005) And the JDA's 



determination to "giv[e] first applicants the 180-day exclusivity period even if they have not 
been sued" was upheld against challenge in Purepac because ^^the statute does the same.'" 
Purepac, 162 F.3d at 1205 (emphasis added). 

Now, however, because litigation (much less success in litigation) is irrelevant to whether 
an applicant is eligible for exclusivity, FDA's insistence on retaining a litigation requirement as a 
prerequisite to prohibiting the delisting of a patent (which would eviscerate the first applicant's 
exclusivity), is simply absurd. It finds no support in the text of the statute, and FDA has offered 
no policy justification or rational reason for this distinction. To the contrary, FDA's contorted 
attempt to preserve its pre-Mova regulation necessarily conflicts with the statute and prevailing 
caselaw. 
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In a strained effort to make sense of the litigation reference in 21 C.F.R. 
§ 314.94(a)(12)(viii), FDA contends that it refers back to the pre-Mova version of 21 C.F.R. 
§ 314.107(c) — which granted exclusivity only when "the applicant submitting the first 
application has successfully defended against a suit for patent infringement brought within 45 
days of the patent owner's receipt of notice." 10/24/05 Letter at 12 n.l7 (internal quotations 
omitted). It is telling that the only way FDA could make sense of its own regulation was to read 
it as referencing a provision that FDA repealed in the wake of Mova. Thus, under FDA's 
approach to 21 C.F.R. § 314.94(a)(12)(viii), the only kind of "lawsuit" that is sufficient to 
preclude delisting a patent is a "'suit for patent infringement'" brought by the patentee "'within 
45 days of the patent owner's receipt of notice,'" against '"the applicant submitting the first 
apphcation.'" 10/24/05 Letter at 12 n.l7 (quoting 21 C.F.R. § 314.107(c) (prior to revision 
following Mova)). 

Such a limitation simply cannot be squared with the plain text of the statute. In 
describing lawsuits brought following a Paragraph IV challenge. Congress expressly 
contemplated that the applicant might file an action for a declaratory judgment, or that the 
patentee might, for whatever reason, file suit against applicants other than the first applicant. See 
21 U.S.C. § 355(j)(5)(B)(iii). Indeed, the D.C. Circuit has squarely held that suits brought 
against subsequent applicants (or by any applicant against the patentee) are sufficient to satisfy 
Section 355(j)(5)(B)(iii)'s court-decision trigger. See, e.g., Teva, 182 F.3d at 1010; see also 
Mova, 140 F.3d at 1072-73; Minnesota Mining & Mfg, 289 F.3d at 780. It follows that FDA's 
distinction between lawsuits brought by the patentee against the first applicant within 45 days of 
notice of the Paragraph IV challenge and lawsuits brought by the first applicant against the 
patentee after 45 days (as expressly provided for in 21 U.S.C. § 355(j)(5)(B)(iii)), fails under the 
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plain text of the statute. And, of coiirse, the only reason for FDA's utterly bizarre distinction 
between types of lawsuits is its insistence on interpreting the Hatch- Waxman Act in accordance 
with a pre-Mova regulation that it has actually repealed. 

Once it is conceded that FDA cannot lawfully distinguish between the types of lawsuits 
expressly contemplated by 21 U.S.C. § 355(j)(5)(B)(iii) as a basis for not dehsting patents and, 
thus, awarding exclusivity, it becomes even more clear that there is no permissible rationale for 
distinguishing between Paragraph IV challenges that are subject to litigation and those that are 
not. Perversely, FDA's approach would actually encourage parties who are not sued within 45 
days of filing their Paragraph IV certifications to file declaratory judgment actions and seek 
stipulated dismissals solely to prevent delisting and, thus, preserve their exclusivity. The only 
justification the FDA can muster in support of its distinction is to preserve the opportunity for a 
legally irrelevant "victory." 

Worse, "FDA's interpretation places the decision as to whether a generic manufacturer 
will be entitled to exclusivity entirely in the hands of the patent holder." Mylan, 94 F. Supp. 2d 
at 54. Indeed, the FDA concedes as much. See 10/24/05 Letter at 15 (noting that the "Agency 
will be giving the NDA holder the power to decide whether 1 80-day exclusivity will be awarded 
. . . when the NDA holder has not litigated the claims made in the paragraph IV certification.") 
Yet, as with FDA's ill-fated successful defense requirement, "[ujnder the FDA's interpretation, 
if the patent holder chooses to sue only the second, the third, or the fifth applicant," and 
subsequently requests to delist its patent, "the rather bizarre result will be that no one is entitled 
to exclusivity although one applicant bore the burden of filing a section IV certification and 
another that of defending against [a] patent infringement suit." Inwood, 723 F. Supp. at 1527. 
Here, no less than in the "successful defense" context, "[b]y subjecting the exclusivity 
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entitlement to the caprices of the patent holder, FDA's interpretation would seem to affect 
adversely the incentives that Congress sought to create in providing for 180 days of exclusivity 
for the manufacturers of generic drugs." Id. 

Indeed, this Court has squarely rejected FDA's previous attempts to limit a first filer's 
right to exclusivity based upon a brand company's attempts to alter its Orange Book patent 
listings subsequent to the first filed paragraph IV ANDA. Just last year, in Torpharm, Inc. v. 
FDA, No. 03-2401, 2004 U.S. Dist. LEXIS 524 (D.D.C. Jan. 8, 2004)(Roberts, J.), this Court 
entered summary judgment against FDA, holding that FDA acted contrary to the plain language 
of the exclusivity provisions of the Hatch- Waxman Act when it refused to grant Torpharm 
exclusivity based on Glaxo' s listing of additional patents relating to the drug paroxetine, which 
patent listings occurred subsequent to Torpharm 's filing of the first ANDA containing a 
paragraph IV certification directed to the sole paroxetine patent listed at the time of the ANDA 
filing. In its January 2, 2004 oral ruling from the bench (which ruling was incorporated in the 
January 8, 2004 summary judgment order cited above), this Court began by recognizing that 
"Torpharm . . . responded to the incentive that Congress crafted . . . [and] moved before all the 
others and filed to take advantage of that exclusive 180-day marketing period for the generic 
drug." See Transcript of Ruling, at 56.^ The Court then proceeded to conclude that such 
exclusivity could not be limited or taken away from Torpharm as a result of the brand company's 
post- ANDA filing conduct in listing additional patents in the Orange Book ~ which subsequent 
patent listings created an opportunity for other ANDA applicants to certify against first ~ 
because "[i]t would be ironic if Congress meant to give the drug innovators such power when its 



^ A copy of the January 2, 2004 transcript of the Court's oral ruling, as well as the Court's 

subsequent January 8, 2004 written summary judgment order, are attached hereto as Exhibit 2. 
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aim was to get more and cheaper generics on the market" and that "[t]he plain language of the 
statute grants one first applicant exclusivity in marketing the new generic drug." Id. at 56-57. 

The same result should follow here. Merck's Orange Book listing activity (in this case a 
de-listing as opposed to listing), undertaken after IV AX, like Torpharm, had already "responded 
to the incentive that Congress crafted ... [and] moved before all the others and filed to take 
advantage of that exclusive 180-day marketing period for the generic drug," carmot lawftiUy 
deprive IV AX of its status as the first paragraph IV filer or its right to exclusivity under the 
statute. IV AX certainly cannot be deprived of that statutory right on the basis that no litigation 
was filed against it - - as FDA decided in this case - - when the settled law in this Circuit and 
others forbids the application of such a distinction to exclusivity decisions as flatly contrary to 
the exclusivity statute. 

It is no answer to say, as FDA does, that "the statute gives an NDA holder no discretion 
to list or delist a patent"^ when the FDA itself prohibits delisting under certain circumstances. 



^ The absurdity of this statement can hardly be understated. In one breath, FDA defends its 

position by declaring that "an NDA holder has no discretion to list or delist a patent; if the patent 
falls within the scope of listable patents described in section 505(b)(1) and (c)(2) and 21 CFR 
314.53, the patent must be listed; if it falls outside the scope, it must not be hsted." See 10/24/05 
Letter at 15-16. Yet in the same letter, FDA openly acknowledges that "[t]he Agency has 
consistently maintained that that it has neither the resources nor the expertise to review patent 
listings to determine whether they meet the statutory criteria for listing." Id. at 4. Moreover, it is 
well-established that there is no private right of action for any generic drug manufacturer to 
challenge a NDA holder's decision to list or delist a patent, see Mylan Pharms. v. Thompson, 268 
F.3d 1323 (Fed. Cir. 2001), and the only regulatory mechanism adopted by FDA to address 
challenges to the propriety of a patent listing ultimately leaves that decision entirely in the hands 
of the brand manufacturer. See 21 CFR § 314.53(f) (unless the NDA holder voluntarily 
withdraws or amends its patent information in response to a challenge, "the agency will not 
change the patent information in the list."); see also aaiPharma, 296 F.3d at 243 (recognizing 
FDA's "purely ministerial approach to the Orange Book listing process"); American Bioscience, 
Inc. V. Thompson, 269 F.3d 1077, 1084 (D.C. Cir. 2002) ("[FDA] administers the 
Hatch- Waxman Amendments in a ministerial fashion simply following the intent of the parties 
that list patents."); Purepac Pharm. Co. v. Thompson, 238 F. Supp. 2d 191, 193-94 (D.D.C. 

(Continued...) 
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10/24/05 Letter at 15. Nor is it an answer that FDA's approach only marginally adversely affects 
the incentives to file Paragraph IV challenges to patents. See id. at 16. FDA does not dispute 
that permitting delisting under the circumstances here will decrease generic companies' 
incentives to challenge brand name patents — rather it merely notes that "patent delistings are 
relatively uncommon," and thus any adverse affects will be minor. Id. That is not a principled 
reason to support FDA's decision. 

Instead, FDA argues that "should a paragraph IV certification prompt a delisting, the 
threat of litigation has been defused and the need for any continuing exclusivity incentive has 
been obviated." Id. at 17. That sort oi ex post reasoning is simply nonsensical. To be sure, if a 
patent is delisted before a Paragraph IV certification is filed, the need for an exclusivity incentive 
to challenge a patent and bring a product to market may have been largely "obviated." But in 
that case, no generic filer has made the investment in designing around a listed patent or, more 
importantly, assumed the risk of litigation, there is no party harmed by delisting. 

Moreover, that was simply not the case here. The '481 and '520 patents were in the 
Orange Book as an obstacle to approval when IV AX submitted its ANDA. There was no 
avoiding them. See Purepac, 354 F.3d at 880. At the time IV AX submitted its ANDA, it could 
not know that Merck would not enforce them, much less subsequently request to delist them. 
The promise of 180 days of exclusivity was an incentive for IV AX to incur the costs to analyze 



2002), aff'd, 354 F.3d 877 (D.C. Cir. 2004) (recognizing that the duty to ensure that only patents 
that actually claim approved drugs or methods of use are listed in the Orange Book lies solely 
with the NDA holders); Watson Pharm., Inc. v. Henney, 194 F. Supp. 2d 442, 445 (D. Md. 2001) 
(FDA relies entirely upon patent holder's declaration as to propriety of patent listing). 
Consequently, FDA's position that an NDA holder has no discretion to decide to list or delist a 
patent is demonstrably untrue, and is simply reflective of the flawed reasoning employed by the 
Agency in the 10/24/05 letter decision. 



28 



Case 1 :05-cv-021 80-RWR Document 5-5 Filed 1 1 /07/2005 Page 35 of 92 

them, attempt to engineer around them, and ultimately challenge them and assume the risks of 
potential litigation by filing a Paragraph IV certification. Whether or not the patentee sues or 
later requests to delist its patents, the first generic drug company to challenge a patent bears 
research and legal costs in either designing around a patent or challenging a patent on grounds of 
invalidity or unenforceability. 

The Hatch- Waxman Act recognizes the costs faced by the first generic drug manufacturer 
that invests in identifying a potentially vulnerable patent and then exposing itself to risky and 
expensive patent litigation. Even if the Paragraph IV challenge is successfiil and the patent is 
invalidated or the patentee effectively concedes non-infringement by not enforcing the patent, 
that manufacturer will soon face competition from other generic companies that have not run the 
risks of being the first filer. As the D.C. Circuit has held, the Hatch- Waxman Act thus 
"provide[s] a reward, in the form of an exclusivity period, to generic drug companies that are the 
first to file paragraph IV ANDAs" and thereby "challenge pioneer drug companies' patents." 
Mova, 140 F.3d at 1075; see also Minnesota Mining & Mfg., 289 F.3d at 778 ("[Section 
355(j)(5)(B)(iv)] is designed to provide an incentive, in the form of a 180-day period of 
marketing exclusivity, to [the first] AND A filer."); Dr. Reddy's, 2003 WL 21638254, at *7 
(noting exclusivity is a "statutory benefit given as an incentive for generic companies who take 
the greatest risk of being the first generic entrant on the market."). If the first filer's challenge is 
successful, subsequent ANDA applicants can take advantage of that success without paying any 
portion of the cost of that success. That is exactly what occurred here. IVAX's challenge, 
Merck's decision not to sue in light of that challenge, and Merck's subsequent request for 
delisting, have opened the door for generic competition. IV AX should not be denied its statutory 
award for making the investment and taking the risk that opened that very door. 
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At bottom, the sole rationale permeating FDA's decision here is a not-so-subtle 

suggestion that because IV AX was not sued, it has not earned its exclusivity, and it is therefore 

okay to delist the patents and deprive IV AX of exclusivity. The D.C. Circuit has expressly 

rejected that logic and it has no place in a post-Mo va world.'" 

C. FDA's Position Here Is Flatly Inconsistent With Prior Positions Taken By 
The Agency 

Not only does FDA's current attempt to return to a litigation requirement for exclusivity 
violate Mova, but it also directly contradicts FDA's own interpretation of the statute. Today, 
FDA states that IV AX is not entitled to exclusivity because it was not sued after undertaking the 
risk of expensive patent litigation by filing paragraph IV certifications to the '481 and '520 
patents. Immediately following Mova, and indeed throughout the subsequent years, FDA has 
expressed precisely the opposite view. 

Begiiming with its first post-Mova Guidance for Industry, FDA acknowledged — both in 
its view and in that of the courts — ^that exclusivity is not governed by whether a party is sued by 
stating, "[t]he district courts in both Inwood and Mova held that 1 80 days of marketing 
exclusivity should be granted to the first ANDA applicant who files a paragraph IV certification, 
regardless of whether the applicant is subsequently sued for patent infringement." Guidance 



10 FDA seriously misreads Mova in its October 24, 2005 decision. According to FDA, 

"[t]he Mova court held that FDA's then-prevailing 'win first' successful defense approach to 
awarding exclusivity was inconsistent with the plain statutory language because it effectively 
wrote the commercial marketing trigger out of existence. . ." 10/24/05 Letter at 14. While the 
Mova court secondarily concluded that the successful defense requirement could not be 
reconciled with the commercial marketing trigger as a practical matter, see Mova, 140 F. 3d at 
1069 ("The win-first rule also infringes on the statutory scheme in a second, subtler way: its 
practical effect is to write the commercial-marketing trigger out of the statute.") (emphasis 
added), its primary reason for rejecting the successful defense requirement was that it was 
inconsistent with the explicit language of the statute itself Id. ("The successful-defense 
requirement is inconsistent with the literal language of the statute."). 
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for Industry: 180-Day Generic Drug Exclusivity Under the Hatch-Waxman Amendments to the 
Federal Food, Drug, and Cosmetic Act 3 (June 1998) (the "1998 Guidance") (emphasis added). 
Indeed, the 1 998 Guidance continues to state that a first applicant to submit an ANDA with a 
paragraph IV certification, but who was not sued, would receive a letter from FDA containing 
the following language: "Although you were not sued as a result of the notice you provided to 
the holder of the NDA and the patent owner, you are nonetheless eligible for 180 days of market 
exclusivity." Id. at 5. By so stating, FDA adopted the explicit position that, post-Mova, a first- 
filer need not be sued to be entitled to exclusivity. FDA not only considered the issue but 
developed a position on the issue that is directly contrary to that it is espousing today. 

In November 1998, FDA release an interim rule which officially withdrew the 
"successful defense" requirement that had been struck down in Mova and repeated its earlier 
finding that "[t]he district courts in both Inwood and Mova held that 180 days of marketing 
exclusivity should be granted to the first ANDA applicant who files a paragraph IV certification, 
regardless of whether the applicant is subsequently sued for patent infringement." 180-day 
Generic Drug Exclusivity for Abbreviated New Drug Applications Interim Rule, 63 Fed. Reg. 
59710, 5971 1 (Nov. 5, 1998). FDA fiirther promised to issue a formal proposed rule reflecting 
this finding. 

As promised in its 1 998 interim rule, FDA circulated a proposed new rule in August 
1999. 1 80-day Generic Drug Exclusivity for Abbreviated New Drug Applications, 64 Fed. Reg. 
42873 (proposed August 6, 1999) (to be codified at 21 C.F.R. pt. 314) (the "Proposed Rule"). In 
the Proposed Rule, FDA backed away from its unequivocal statements in the 1998 Guidance and 
Interim Rule that various courts held that exclusivity does not depend on having been sued. 
Rather, FDA then stated that. 
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[I]n light of the removal of the "successful defense" requirement and subsequent 
reconsideration of the statutory language, the agency proposes that an applicant 
would be eligible for 1 80-day exclusivity even if it is not sued by a patent owner 
or NDA holder." 

Id. at 42876 (emphasis added). FDA noted that this interpretation is "consistent with the policy 

established in FDA's June 1998 guidance," as well as the Purepac decision, "in which the court 

noted that section 505(j)(5)(B)(iv) of the act does not require the first applicant to be sued to be 

eligible for exclusivity." Id. In other words, FDA stated that allowing a first-filer that had not 

been sued, like IV AX, to maintain its right to 180-days of exclusivity was entirely consistent 

with the Hatch- Waxman Act, relevant court decisions and all agency guidance and rulemaking 

since the Mova decision. 

Although FDA subsequently withdrew the Proposed Rule, see 67 Fed. Reg. 66593 (Nov. 

1, 2002), that withdrawal was made for reasons wholly unrelated to that at issue here. FDA 

withdrew the Proposed Rule due to subsequent federal court rulings regarding FDA's 

interpretation of the phrase "court decisions" in the Act. The withdrawal notes, "[i]n light of 

these decisions, FDA is withdrawing the August 1999 proposed rule and will reevaluate its 

interpretation of the act." Id. Moreover, the withdrawal contains no statement that the 1998 

Guidance, and its clear statement that a first-filer is entitled to exclusivity without regard to its 

being sued, was being withdrawn. ii It is only FDA's current statements that are contrary to court 

precedent and FDA's own, repeatedly expressed views. This is the very epitome of arbitrary and 

capricious decision making. See United States v. Mead Corp., 533 U.S. 218, 229-35 (2001) 

(denying Chevron deference due to lack of care, consistency and authority in administrative 



1 1 To the contrary, the withdrawal repeated FDA's position that various courts had "held 

that 1 80 days of marketing exclusivity should be granted to the first ANDA applicant that files a 
paragraph IV certification, regardless of whether the applicant is subsequently sued for patent 
infringement." 67 Fed. Reg. 66593 (Nov. 1, 2002). 
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decisions); Bush-Quayle '92 Primary Comm., Inc. v. Fed. Election Comm 'n, 104 F.3d 448, 453- 

54 (D.C. Cir. 1997) (refusing Chevron deference when agency inconsistently interprets the 

statute and fails to explain its departure from prior precedent); Columbia Broad. Sys. v. FCC, 

454 F.2d 1018, 1026 (D.C. Cir. 1971) (finding that "when an agency decides to reverse its 

course, it must provide an opinion or analysis indicating that the standard is being changed and 

not ignored, and assuring that it is faithful and not indifferent to the rule of law"). 

Similarly, FDA has consistently recognized that removing patents from the Orange Book 

creates the potential for nullification of a first-filer's statutory right to 180-day exclusivity. In 

the preamble to its 1994 regulations, FDA stated that such an interpretation would undermine 

1 80-day exclusivity and should not be tolerated: 

The agency agrees that the protection offered by 180-day exclusivity should not 
be undermined by changes from paragraph IV certification or by the filing of 
original certifications other than paragraph IV certifications. If a patent were 
removed from the list immediately upon a court decision that the patent is invalid 
or unenforceable, an applicant with a subsequently filed application might seek to 
certify that there is no relevant patent and seek an immediately effective approval. 

Abbreviated New Drug Application Regulations; Patent and Exclusivity Provisions, 59 Fed. Reg. 

50338, 50348 (Oct. 3, 1994). From the earliest possible moment, FDA correctly recognized that 

a first-filer's exclusivity must be preserved in this circumstance, not only because of the clear 

command of the statute, but also because exclusivity serves the fundamental purposes of the 

statute by encouraging potential generic competitors to challenge patents. To prevent this 

nullification, FDA originally interpreted the statute to preclude the delisting of a patent until the 

end of the applicable 180-day exclusivity period: 

To ensure that [withdrawal of a paragraph IV certification upon delisting] does 
not occur, the agency has required that a patent remain on the list after being 
declared invalid or unenforceable until the end of any applicable 1 80-day 
exclusivity period. This means that a patent is deemed to be relevant under § 
314.94(a)(12)(ii) until the end of the term of the patent or applicable 180-day 
exclusivity period, whichever occurs first. Thus where there is a patent that has 
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been challenged by a paragraph IV applicant, a subsequent applicant will not be 
able to file a certification that there is no relevant patent or seek an immediately 
effective approval until either the patent or the 180-day exclusivity period expires. 



Id. 



Despite advocating for more than a decade that nullification of a first- filer's statutory 

right to 180-day exclusivity should be avoided, FDA now provides no basis for its about-face 

decision to abandon its prior interpretation. Such fickle agency interpretations are simply not 

entitled to deference. 

D. The Only Reasonable Approach Is To Prohibit Delisting Once A Paragraph 
IV Certification Has Been Filed. 

Following Mova and Purepac, the only sensible approach to the delisting issue is to 

prohibit delisting where an ANDA applicant otherwise remains eligible for 180 days of 

exclusivity. As written, 21 C.F.R. § 314.94(a)(12)(viii)(B) provides in relevant part that "[a] 

patent that is the subject of « lawsuit under § 314.107(c) shall not be removed from the list until 

FDA determines either that no delay in effective dates of approval is required under that section 

as a result of the lawsuit, that the patent has expired, or that any such period of delay in effective 

dates of approval is ended." (emphasis added). Such a lawsuit by the patentee against the 

ANDA applicant within 45 days of giving notice of the Paragraph IV certification could 

obviously only be filed after a Paragraph IV certification was filed. As noted above, this 

provision — and its reference to "a lawsuit under § 314.107(c)"— was adopted when such a 

lawsuit (and ultimately success in such a lawsuit) was a prerequisite to exclusivity. Now that it 

is not, following Mova and Purepac, the only thing required to make the first Paragraph IV 

ANDA applicant eligible for exclusivity is the filing of a valid Paragraph IV certification. Cf. 

Torpharm, 260 F. Supp. 2d at 85 (deeming a Paragraph IV certification improper and therefore 

permitting delisting). Thus, delisting should only be permitted when "no delay in effective dates 
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of approval is required under" Section 314.107(c) as now written, not as it was drafted prior to 
Mova. Section 107(c), as revised following Mova, now requires a 180 day delay in the effective 
date of approval for subsequent AND As if there is a "previously submitted [AND A] containing a 
certification that the same patent was invalid, unenforceable, or would not be infringed," i.e., a 
Paragraph IV certification. 21 C.F.R. § 314.107(c). In other words, the filing of a Paragraph IV 
certification that otherwise entitles an applicant to exclusivity is enough to prohibit delisting. 
Such an approach is, as FDA itself concedes, consistent with the statutory text, see 10/24/05 
Letter at 8, and would provide a clear, bright-line rule, consistent with the incentive structure 
devised by Congress. 

FDA's suggestion that such an approach is untenable merely because it would leave little 
use for FDA's regulatory provision in which parties may request that a patent be removed from 
the Orange Book, see 21 C.F.R. § 314.54(f), is utterly irrelevant. See 10/24/05 Letter at 15. 
FDA asserts that "often very little time passes between the submission to FDA of a patent for an 
approved drug and the submission of ANDAs containing paragraph IV certifications to the 
patent," and thus, "[i]f ... once an ANDA applicant has submitted the first paragraph IV 
certification to a patent the patent cannot be removed fi'om the list for any reason, there could be 
little, if any, time for meaningful use of the patent challenge process." 10/24/05 Letter at 15. If 
Mova stands for anything, however, it is that perceived regulatory harmony cannot trump 
congressional intent. "After all," here, ''Congress may have intended to reward the first ANDA 
applicant for his enterprise whether or not he is later sued." Mova, 140 F.3d at 1071 n.ll. 
Indeed, Congress said so on the "face" of the statute. Purepac 162 F.3d at 1205. In any event, 
this very case belies the notion that Section 314.54(f) would be rendered a practical nullity. 
While the '481 and '520 patents were listed in the Orange Book for 80-mg simvastatin as of 
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December 14, 2000 (and presumably much earlier as they were issued on January 4, 2000, and 
January 1 8, 2000, respectively), the first Paragraph IV certification for 80-mg simvastatin was 
allegedly filed by Ranbaxy in November 2001 — at least eleven months after listing. 

In sum, there is no statutory or regulatory reason not to give IV AX the 180 days of 
exclusivity Congress intended for it as the first filer of an ANDA with a Paragraph IV 
certification for the '481 and '520 patents. Prohibiting the delisting of patents in order to 
preserve an applicant's eligibility for 180 days of exclusivity is the only reasonable approach the 
agency may take to patent delistings following Mova and Purepac. 

CONCLUSION 

For the foregoing reasons, IV AX respectfully requests that the Court grant its motion for 

summary judgment and enjoin the FDA from approving AND As filed subsequent to IVAX's for 

5-mg, 10-mg, 20-mg, and 40-mg simvastatin except as consistent with IVAX's 180-day 

exclusivity. 

Respectfiilly submitted, 

HYMAN, PHELPS & MCNAMARA, P.C. 

700 Thirteenth St. N.W., Suite 1200 
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Food md Orug Adminfstwtlon 
RoGkvilla Mb 20S57 

Monte R. Browder 

Intelfectual Property Counsel 

Ivax Pharmaceuticals, Inc. 

4400 Biscayne Boulevard 

Miami, FL 33137 

Kafie G. fieaRisiey 
GiwMea M. Shepard 
B;viQ :'& Beardsley 

919 Eighteenth St., NW 

gmte6bG 
Washington, DC 20006 

Re: DooketNos. 200SP^Qd08/GPl and 20Q5P-O.Q46/ePl 

DearMr. Browdei:, Ms/leatdstey, andMs, Sfepai^d; 

ThiiS is a response to citizen petition (petition) 20G5P'-0008/CP1 filed by Ivax Phannaceuticals, 
Inc. avax) on January 12, 2005, and petition 2005P-0046/CP1 filed by Buc & Beardsley, on 
behalf of Ranbaxy Laboratories Ltd, (Ranbaxy), on February 1 , 2005.' Both petttians address 
180-day exclusivity under section 505(j)(5)(&)Civ) of the Federal Food, Drug, and Cosmetic Act 
(the Act or FDCA) (21 U.S.C. 355C)(5)(BKiv)) for various strengths of simvastatin? For the 
reasons that follow, the petitions are denied. 

1, ISSUE PRESENTED 

Your petitions raise patent listing issues that have inipHeatiOhs for ISOrday matketing exclysivity 
for .tile first generic 'version of Merck 4i^Co/s:(Mw>k'i^ pocoj?pnwsti^.. Thfe'exeiusivity 
period may provide abbteN:ated.riew4iwg|i^^ 
marketageneric dmg:pK)du0fer 1:?Q i^^ 

{jpproved in an AHDA under section 5QS0): ofitiplAet; Jjiilfl^Hltiy for.e55# 
. an ANDA ^plieantifMi^ aBo^^eialled '"paragrapiilV^^IJa^ 



' The Food and Dnig Administration (EDA) has also r&viewed and considered the foJlpwjng coni,in<?nts submitted to 
Docket No. 2005P-0008 wxd Do<*et No. 2005P-004$; Federal Ttede Commission (FTC), April .5, 20t)5;_Iv5x, April 
1 1. 20Q5; Ivax, May 6, 2005; Ranbaxy* May 20, 2005; Ivax, May 23, 2005; T«va Phannkccuticals, USA, June 8, 
2005; Ranbaxy, July 1, 2005; and Ivax, July 5,2005. 

^ Amendments made to section 5050X5)(BKiv) of the FDCA by Title XI (Acvess to Affordable Phannaceuticals) of 
the Medicare Prescription Drug, Improvement, and-Modernization Act of 2003 ^blicLaw 108-173) ^MA) 
amended tke provisions related to ISO-day exclusivity. The relevant Title XI provisions cohcetning 1 80-day 
exclusivity apply only to dmg products for which tiie first ANDA containing a^ paragraph' IV certification to a listed 
patent was submitted after December 8,.2003, See MMA> Pub. 1*. No. 105-173, section- 1 l02(bXl). 1 1 ^ Stat. 2066, 
2460 (2003). Except if otherwise noted, this response refer? to the pre-MMA version of the statute, 
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Dockemos. 2005P.0D&«/GP1 and2005P-0{)46/Cl'I 

drug company has submitted to -its new drug a|>plication (NDA) for listing &s claiming the 
approved innovator product. The petitions address whether an ANDA applicant's «0gibflity for 
this exclusivity survives auNDA holder's request Id F0A that the patent bo withdravwi from the 
list of patents that protect the innovator product. 

Petitioners' positioa is that, even if an innovator drug company notifies FDA that; Hs patent 
should be withdrawn ftom the list of patents claiming the approved drug product, FDA may not 
remove the patent from the list and extinguish eligjbiHty for li8Q-day exclusivity for the first 
ANDA applicant to have submitted a paragraph IV challenge to thepateftt. FDA disagrees. We 
do not interpret the statute to require that an AMTDA applicant who has submitted the first 
paragraph IV certification to a patent always remain eligible for 180-day exclusivity as to that 
patent even if the NDA holder has asked that the patent be delisted. We believeit is consistent 
with the language and purposes of the statute generally to delist a patent when the -NDA holder 
requests that we do so and thus to remove the basis for exclusivity as to thai patent. FDA's 
regulations recognize one limited exception to this approach, which is to maintain the listing of 
such a patent when a paragraph IV patent challenge has resulted in litigation. In that case, the 
first applicant will remain eligible for exclusivity with respect to a patent the innovator has asked 
he withdrawn, so tliat victory in the patent Ihigatson by the ANDA applicant — and a resulting 
delisting of the patent — would not result in loss of the exclusivity reward. We believe this 
approach is consistent with the statutory language and policy considerations. The basis for our 
position is discussed below. 

U. FACteAL BAeKLGjiOPNB 

Merck holds the approved NDA for Zocor (simvastatin) Tablets, 5 milligrams (mg), 10 mg, 20 
mg, 40 mg, and 80 mg. Merck submitted to its NDA patents that Merck claimed covered the 
approved drug or its use (section 505(b)(l ) and (c)(2) of the Act). These include U.S. Patent No. 
4,^444,784 ('784 patent), which was listed at the time the NDA was approved in 1991, and U.S. 
P&tents No. RE 36481 ('481 patent) and RE 36520 ('520 patent), which were submitted to FDA 
by Merck in 2000 and arc at issue in this dispute. FDA published these patents in Approved 
Drug Products with Therapeutic Equivalence Ratings (the Orange Book). 

According to Ivax's petition, on December 14, 2000, Ivax submitted ANDA 76-052 for the 5-mg, 
10-mg, 2d-mg, and 40-mg strengths of simvastatin. Ivax believes its ANDA contained the first 
paragrapk IV certifications pursuant to section 5050)(2)(A)(vii)CIV) to the '481 and '520 patents 
with*?|Spect to the 5-rag, 1 0-m$, 20-mg, and 40-mg shrengths of simvastatin, Ranbaxy's petition 
states ^atRanbaxy submitted ANDA 75-285 in November 2001 fbrvarious strengths of 
simvastato, including 80 mg. Ranbaxy believes tliat it submitted the first paragraph IV 
cettlfications to the '48 1 and '520 patents with respect to the 80-mg strength. The applicants state 
that they provided notice of the ptu-agraph TV certifications to th&NDA holder and patent owner, 
as required by section 505(3)(2)(B). MerckJias not sued any ANDA applicant for infringement 
as a result of a paragraph IV certifieation to the '481 or '520 patent. 

On October 10, 2003, Merck submitted a letter to FDA requesting that the '481. and tiie '520 
. patents be removed from tlie list of patents claiming Zocor (TSfDA 19-766) in the Orange Book. 
Oift November 3, 2003> the Agency received a letter fi^om a law firm stating that pursuant to the 
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patent challenge provisions of FDA's regulations at 21 CFR 3 14.53(f), ihe '481 mi '520 patents 
should be witlidrawn from the Orange Book and Briefly describing that tiie patents do not meet 
the requirements for listing because they claim metabolites of simvastatin. Consistent with FDA 
practice, this challenge was forwarded to Merck on November 21, 2003.. Merck, by letter of 
December 19, 2003, confirmed that it had already requested thatihe '48} and ^520 patents be 
withdrawn from the Orange Book. FDA received anoflier letter irom a lawr firm on June 14, 
2004, requesting that the '48 1 and '520 patents be wididrawn from the Grange Book. In 
September 2004, in response to Merck's request, FDA removed the '481 and '520 patents from 
the Orange Book. Ivax's and Ranbaxy's petitions of January and February 2005 challenge the 
delisting of these patents and loss of associated iSO-dayexclusivity, 

On July 5, 2005, counsel for Ranbaxy requested correction of the patent listings for Zocor 
teough the process described at 21 CFR 3 14,53(f). Ranbaxy believes the '4«1 and '520 should 
be relisted in tlie Orange Book, and requested that FDA ask Merck to do so. FDA forwarded this 
request to Merck on September 22, 2005, and has not been asked by Merck to relist the patent. 

Ivax petitions FDA to (1) refuse to approve subsequent AND As for simvastatin tablets for 180 
days from the date tlmt Ivax first commercJaJly markets simvastatin under ANDA 76-052 and (2) 
reinstate the '481 and '520 patents in the Orange Book and require subsequent ANDAs for 
simvastatin tablets to contain certifications to the '481 and '520 patents, Ranbaxy similarly 
petitions FDA to (1) refrain from approving any ANDA for simvastatin 80-mg tabl^ until 
Rahibaity's claimed 180-day exclusivity has expiredj (2) confirm that Ranbaxy's right to ISO-day 
exclusivity for 80-mg simvastatin has not been affected by the delisting of the '4,8 1 and '520 
patents, and (3) reinstate those two patents in the Orange Book imtfl Ranbaxy's clajmed 1 80-day 
exclusivity expires. 

The Agency has not yet approved any ANDA referencing Zocorandantieipatesflmtno.ANDA 
will be eligible for finalapproval until at least Jun&23, 2006. when the '784 patent arid 
associated pediatric exclasivity expire. 

HI. LEGAL BAGKGRDBM)? THE HATCH^WAXMAN AMENDMENTS AISJB 
FDA REGULATIONS 

The Agency has developed ite approach to patent delistings, and ISOrd'ay exoteivi^ in -Uiese 
circumstances by reference, to the tpl:eyauit;proYisions of the FDGA, F.EiA:ireguliatiQns, and rela^^ 
policy considerErtions. . ^ 

A. Patent Listtogs for MMs 

The 1984 Drug Pricg Gon^iationaiid Ita^ : 

Aittendments) amendedthe Act ffltd^estiablisH ^ 

versions of %provedmn6vatOTdiwgprodB^ l^f JinMi^g-bf {^^ 
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of ANDAs will depend in part ou patent protections for the -^proved innovator drug, known as 
the Usieddrug? Under section 505(b)(1) of the Act (or a similar provision in section 505(c)(2)), 
an innovator pharmaceutical company must subniit to FDA 

the patent number and the expiration date of any patent which claiihs'the drug for which 
the applicant submitted the application or which claims a raediod of using such drug aftd 
witJi respect to which a claim of patent infringement could, reasonably be asserted if a 
person not licensed by the owner engaged in the manufacture, use, or sale of the drug. 

FDA publishes this patent information in the Orange Book. 

The Agency believes the statutory provisions governing patent listings assign control over patent 
submissions to the NDA holder (section 505(b)(1) and (c)(2)). FDA has interpreted the statute to 
allocate to FDA only a ministerial role in the patent listing process. The Agency has consistently 
maintained that it has neither the resources nor the expertise to review patents to determine 
whether they meet the statutory criteria for listing.'* In lieu of reviewing patents, FDA has 
established the challenge process described in the regulations at 21 CFR 314.53(f), by which an 
outside party can convey its doubts about the accuracy of a patent listing to the NDA holder 
through FDA, and the NDA holder may correct patent listings.^ Tlie Agency's approach to 
patent listings has been sustained by the courts against challenges that itaccords to the NDA 
holder too much control over the patent-related timing of ANDA approvals. Apotex, Inc. v. 
Thompson, 3A1 F.3d 1335 (Fed. Cir. 2003); aaiPhama Inc. v. Thompson, 296 F,3d 227 (4* Cir. 
2003); Alphapham PTYLtd v. Thompson, 330 F. Supp. 2d 1 (D.D.C. 2004). 



' In 21 CFR314.3(b), listed drug i$ defined as 

a new drug product that has an effective approval under section 505(c) of the act for safety and 
eJTecliveness or under section 505(j) of the act, which has not been withdrawn or suspended under 
section 50S(e)(l ) through (e)(5) or 0)(5) of the act, and which has not been withdrawn from safe 
for what FDA has determined are reasons of safety or effectiveness. Listed drug status is 
evidenced by the drug product's identification as a dnig whh an effective approval in the cunent 
edition of FDA's "Approved Drug Products with Therapeutic Eq,uivalence Evaluations" (the list) 
or any current supplement thereto, as a drug with an effective approval. 

^ Petitioners and others devote considerable Ink to the question of whether M(jrckwa$ justified Jn delisting the '4? 1 
and '520 patents on the grounds that tlie patents claim raetaholites of simvastatin and thus are not among the types of 
patents perniitted to be listed (Ranbaxy petition at 2; Uanbaxy May 1% 2005 comment at 4-5; and Teva June 8^ 2005 
comment at 2). In keeping witlt the Agency's role, FDA expresses no opinion as to the merits of theseclaims. 

^ EDA has token additional steps to ensure that patents subnittted to NDAs for listing in the Orange Book meet die 
criteria sd out in section S05(b)(l) and (c)(2) of the Act. fa June 2003, the Agency issued new regulations at 21 
CFR 3 14.53 describing very specifically what types of patents must and must not be submitted to PDA (68 FR 
36703, June 18, 2003). These regulations were precipitated in part by publication of the 2002 FTC study, Generic 
Otug Eritiy Prior lo Pateru Expiration: An FTC Study (2002 FTC Study), describing concerns about patent listings 
atjd: delays in ANDA approvals. 



-4. 
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The statutory provisions applicable to patent listings do not gpedfjcaUy address the ddiistmg of 
patents, either generally or vihm 180-day exclusivity is at issije.^ The Agency's view is (hat the 
general rule of deference to the NDA holder's views on the scope and effefct of a patent should 
apply equally to the deojsign to list a patent atvd to delist a patent. We note that FPA's regulation 
states that m NDAholder may, as a resuh of a patent listing challenge, "ajnendQ or vrithdlrawO 
its patent infonnation" (21 CFR 3 1 4.53(f)). FDA ft^rther believes that deference to the NDA 
holder's decision to delist a patent is warranted whether it is the result of a third party challenge 
via the FDA challenge mecbanlsra or is the result of other factoid that may influence patent 
listing decisions. We have established one narrow exception to such defetence, to accommodate 
statutory exclusivity considerations, and tliat is described at 21 CFR 3 14.94(a)(I2)(viii). 

T^e; Agency does no|.feqiBre.an:;applica]M 

delisted. If aixl^TDA holder re<|Lie$t$: that a/ pat^ 

assume that it is hecause the NDA holder no ; longer believes the patent; meetsthe standard f 

listing described in -section 505(b)(1) and ■(c)(2) of ;the Aet and:at':21; pFlt 314.53- Weare aware 

that some delistings have occmTed as-a result of settlements: with teiF^ iS^a-FTG commentat 

7-8. We. also understai?d tha^-^r publi cation :of FDA's iiewregv^ 

FR 36703r367{)5), certain^NDAholdefSimay haveregwiSted 

because Ae patents were not t)f the typepp-mittfd to fe: listed; &s, agi, July 1 , 2£i03;, letter from 

GlaJSoSmjthkline delisitihg patents for paro^^ 

B. Generic jDrugJ8G-P8y EjtclUsjvity 

Patent listings for an approved innovator drug product play a pivotal role inthe apprpyal of 
generic versions of the: drug. An appilicant seBlting approval of an ANDA -must submit, among 
other things, a eertifieatipn for each patent in the Orange: Book that: claims-the. listed drug the 
ANDA references. Section 505(j)(2)(A)(wi) of the Act provides that an ANDA applicant must 
submit 

a.certification, iii the opinion of the applleant!§nd to the best Of his kllov^dedgei^.w 
respect to each patentwhichclaiins.thB listed dtugxefeired to in.clause (ijorwljicb 
claims a use.forsqehlistwl drug: for whicht^ 
subsecjSoa /and^br which::mfonn^^ 

[of section 505J :...:.: 

(I) that suehpafent itifematjonh%nbfcb£^^ 
(0):tl>at:SuchfaterlthaS:explrted,: ^ . 

(HI) of the date on which, such: patent:w^^^ 
(fV) tli^£such^at«iti3:lnVa}Jd oi\^^ 
orsalEOf%he;n^v^tMg-fbrwhkh|heapjgii^^ .:.:..: 



6 



Newprovistons of the FDCA atsectipn 5O50)(5)(B)(iv) and (j)C5)(D) added by thcMMA address the-deljsting of 
patents in (he context of ! 80-day exclusivity. Tlie new provisions do not apply to (hp ANDAs at issue |ier<s and 
provide tioperauasive insight into Congress" views on tlig relationship betwfctn patent delisting and ISO-day 
exclusivity under tlie pre-MMA statutory provisions. Similarly, the Agency interpsetation of tfi$ J)re-MMA 
statutory language has no bearing on how the Agency would interpret' the specific forfeiture provision oTthe MM A 
relatedtp patent withdrawal (see section 505(j)(5)(D)(i)(I)(bbXeC)). 
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A ccrlification under seetion 505{jX2)(A)(vJ0{IV) asserts tltat the patent ,is invalid, 
unenforceable, or not infrmged (21 CjFR 314.94(a)(12)(i)(A)('0). An applicant submitting a 
paragraph IV certification is required to give notice, of the filing of the ANDA to the patent 
owner and tlie NDA holder for th* listed dcug. This notice rayst include a detailed statement of 
the factual and legal bases for theANDA applicant's opinion ibat the patent is invalid, 
unenforceable, or will not be infringed (section 505(i)(2)(B), 21 CFR 3 14,95)/ If the NDA 
holder or patent owner sues the ANDA applicant within' 45 days of notice, FDA will stay 
approval of the ANDA for 30 months from that date, unless a court orders otherwise. 

The Hatch Waxnian Amendments included the provision at section 505(i)(5)(B)(iv), wliich 
makes certain ANDA applicants eligible for 1 80-day exclusivity as a result of these paragraph IV 
patent challenges. As interpreted by FDA, tliis provision makes an ANDA applicant eligible for 
180-day exclusivity if the applicant is the first to submit a. paragraph IV certification to a listed 
patent. The "exclusivity" for which an applicant becomes eligible is. a statutory delay in 
approval of any ANDA that contains a paragraph IV certification to the listed patent, where such 
certification was submitted after the first applicant's certification. This 180-day period of 
marketing exclusivity acts as an incentive and reward to a generic drug manufacturer that 
exposes itself to the risk of patent litigation by being Iho first applicant to submit a paragraph IV 
certification to a patent (section 505(j)(5)(B)(iv)). See MovaPham. Corp. v, Shalala, 140 F.3d 
1060, 1064 (D.C. Cir. 1998); Mylan Pham., Inc. v. Hemey, 94 F. Supp. 2d 36, 40 (D.D.C. 
2000), vacated as moot siib mm. Pharmachemie B. V. v. Barr labs., Inc. , 276 F.3d 627 (D.C. 
Cir. 2002). Any 1 80-day exclusivity thus depends on the existence of a patent to which such 
certification may be made, and the submission of two or more ANDAs for the listed drug that 
contain appropriate paragraph IV certifications. 

The statutory provision goveraingl 80-day exelusivity, seetion 5p5:0).(5)(B)(iv), provides: 

If the application cGntaiiis a certification described in Subclause IV of paragraph 
[Ci)](2)(A)(vii) and Is for a drug for which a previous application has been submitted 
wnder this subsection; [coiitaining]: sweh a oertifKation,: .theappljpallbw^^^^^^^ 
effective not earlier than one hundred and eighty d&ys.after —- 

(1) the date the Secretaiy feceiyes notice -feOT 
application of first epminercial marketriag «^^ 
appUcatJon, or 



' Ah applicant whose: ANDA is p^aidiiig when addftioiial^ 

additjonat patents are subitiittedmorelhanaOday^ : ," 

'todetemiinrng which appli(mnt;sobraitted the firstparasreph 

a nuffibet of: factor?, including whether ah ANDA: .was ^(ibsteMt^ ^ ^ 

paragraph IV certificatiian was; submitted inahoriginaliAisibAQrasip 

sentto theNDA holdttmdp&mto'mct. Seenui-epac^Pharm.Co.y. 1^hmpson,35A:P:3dMk;0sm:(6£ Gir 
2004). •'-:■..■■ 
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(II) the dale of a iteoision of a court in an action described in clause (ii) holding 
tlie patent which is the subject of the ccryfication to be invalid ofJiot infringed, 
whichever is earlier. 

FDA's regulation irapleraenting this provision is at 21 CFR 314.107(c)(1) and (c)(2), * 

FDA interprets tlie statute to provide for exclusivity oa a patent-by-patont basis. ^" Thus, an 
ANDA applicant that is first to challenge a particular patent for a particular drug product' ' may 
. enjoy a 1 80-day period during which it can market its product while approvals of other ANDAs 
for the same product are held in abeyance. This exclusivity period is triggered either by the 
AND A applicant's first commercial marketing of the drug or by a decision of a court finding the 
patent at issue invalid, unenforceable, or not infringe4 whichever occurs earlier (section 
50S(j){5)(B)(iv), 21 CFR 314.107(c)(1) and (c)(2)). 

The requirements for 1 SO^day exclusivity have changed over the years as. the courts have 

reviewed FDA's implementation of the statute. FDA's origitial regulations irhpleinenting section 

505.0)(5)(B)(iv) stated that, to be eligible for 180-day exclusivity^ an. ANDA. applicant was 

required to submit the first paragraph IV certificatipnto thepatentj be sued by tJie innovator as a 

result, and win the patent infringement Mgatidn;(^e 21 GFlt 31.4vlO5(c0t(lS9S^ Withthe 

decision in Mova, 140 FJd; 1 Q60, an ANDA appiieaiUcouid become^ e^^^ 

exclusivity solely by beiiigfim to submit:a. subste^ AjEfEli^ 0piit^kHng.a 

paragraph. IV certification to the patent. Anrapplieemi's elijgibility & 

contingent on successfully defending, patent litl^gatiGn,:or«ven::Uppn:b^^ a result of the 

paragraph IV certification. Mova; Grcmut&cv:ShciMa^n9^S^2^ 

1998) (unpublished opinion); /"Mz-^/^ac Pharm. Co.y. Fti?:dmm,\m¥M\'2^^ 

This change in eligibility resulted in many more applicants qualifyingfer 180-day exclusivity.' 

Currently, tlie initial question in detertnining eligibility for ISO-rday exclusivity is whether the 

AND A was the first application to coritain a paragraph .IV cerlifipatiph to a; patent; The. Agency 

then must assess whetiier, at the time when an applicant's eligibility for. exdlu 

approval of another ANDA f®r the drug prddiict^ t&e application liapprppriatetymaihtm 

pafagraph IV certification. 



" Petitioners note correctly th« the drug products referenced iathesepetitions'aresH 

as it appeared prior to passage of the MMA in 2003 (5#s«Ction;IlOi(h)'(2)ofthe:;MMA). iRDA's response to tiiese 

citizen peUtions addresses withdra\Vn patents with respeottbpTCrN'fMAlSb-^aye 

'* FDA's interpretation Is eurrentlybeing-ehalleri^ed in v^jso/w v^^i^i^i:^ d5-i25;i;DyD.C.:;fi|ed:Jgni" i?^ 2005); 

" Each strength of a drug is a separate drdgproduct potentially eli^ble for exclusi vityi Apatex-v. Shalala, S3 F. 
Supp. 2d 454 (D.D.C. 1999). Therefore, each strength of siinvastatjt»'may;be«abject-tpils.oy.'n:periQ 
exclijsivity, 

"From 1984 to 1998, only three ANDA applicants qualified for ] 80-day exclusivity. Since the Mova decision, 
there have been overU.O periods of ISO-day exclusivity, 

.7 , ■ 
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IV. RESPONSE TO PETITIOWERS' ARGUMENTS 

Petitioners' specific concern is that Merck's request to delist the '481 and '520 patents foi Zocor 
■will deprive thera of exclusivity they believed they earned for their generic simvastatin-products 
by being tlie first to submit paragraph IV certifications to these patents when they were listed. 
Tho basic argninents raised by Ivax and Ranbaxy are that their rig^tto exclusivity became vested 
with submission of tlae first paragraph IV certifications to the '4S I and '520 patents, tod that 
Mova gives FDA no discretion in assessing eligibility for ejccltisivity, Rajtibaxy also raised a 
number of other points, which are discussed below. We find none of the petitioner$' arguments 
persuasive. 

The effect of a withdrawn patent on :l:aO-day exclusivity is notaddressedin^the-statute. "Bhis. 

silence inthe ^atyte pernrits FDA to.Mop^TO interj^^^ 

Agency's approach is consistent with relevant statutoiy language and wM:cbngressional,policy 

goals. See Chevron, U.S.A., Inc. v. Mtwal Resmrces:M^ris^^ Inc.,'467\S,S.S37 

(1984). Thus, the Agency could address the relationship between patent deh 

eligibility for exclusivity in any ttumbfer of ways: 

• FDA could refuse to ddist a jatentonce a jiaf^graph-iV ceitifieationliasbeen 
submitted^ thus perniitting the first challenger- to remdndligible^fo^ 

• the Agency could delist the^patent rawnediateily^vthuai^tingitisB^ 
exclusivity regardless of the:iaat;u$.<)fai^^ 

• the Agency: could wthdiaw the patent in' sbinecircu^^^ 

Petitioners support the first approach, and contend;that.onee.apatent.has been listed.fG.r aii 
approved drug and paragraph IV certifieations to that patent have been submitted, the patent, 
must remain listed and, most importtotly, the first applicant to- submit-a parapaph IV 
certification to the patent must remain eligible for ISO-day exclusivity. They ar^ue that, for 
purposes of exclusivity, itis irrelevant whether the MDA holder has requested that the. pkeht be 
delisted or whether any litigation was filed as a result of'the.fimparagrap^^ 
They contend that exekisivily rights westvAentheifiKtparagraph^W 

patent is stibmitted and, thus, FDA shouldrefuse to withdrawa.pateitt-fi'otoi^^^^^ . 

certification is submitted,'^ 

We disa^e with petitioners' view.. The; AgeaTc^pQsitifin.is#tatiit:is^ ^cwisistent Wthibtrth . 
the relevant statutory language and witi applibable ptilic^ godsib^^ pat«^ and : 

remove it as a basis for excl^si^4tyi: except :when: thepgoif :ehafege::has;resdted:|^^ 



I'PetiUoners also have advanced the position that FOA may both delist the p^^^^^^ 
eligibilfty for exeluslvi^. Tills aTguriient is d^^^^^ 
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A> Eligibility fqr Exclusivity Does Not Vest Witli a Pat«ttt Challcagc 

Petitionee aissert that submitting the first paragraph' IV cralificaticin essentially creates a vested 
exclusivity that withdrawal of the target patent cannot extinguish,^" That is not our interpretation 
of tile statute. It is not the case that if an AKDA once contained tlie first paragraph IV 
certifiGation to a patent, it will forever be eligible for exclusivity as to that patent regardless of 
changes in circumstances. An applicants paragraph IV certification to a patent vvill^only serve to 
delay approval of other ANDAs pursuant to section 5050)(5)((B)(iv) if» at the time another 
ANDA is eligible for final approval but for any exclusivity, the application that contained the 
first paragraph IV certification to the patent still appropriately contains that paragraph IV 
certification, 

An applicant vvith a pending ANDA is required to naaifttain accurate patent certifications until its 
application is approved. FDA's regulations at 21 CFR 314.94(?i)(l2)(yiii),4escribg vvhenapatent 
certification must be amended. Thus^ there are a huinber of situations in which an ANDA 
applicant that was first to file apara^aph IV certification-to agisted patent; may » as a result of the 
passage of time or a change in circumstances, be required to amendltsceiliiBcatiOnte-'something 
other than the paragraph rv certification upon wMchexoitisiV^^ 

Ail AJ^D Applicant witti a paragr^h IV eerlificati 

pateiit expires-before: the ANDA. Js:;3pproved,;:'l^ 

a paragraph. II stating that the patent 'fosexpiredi^sksti^Jn-iSSSi^jl^Si^ Sli-KFR 

3 14.94(aXl 2)(iXA)(2)). Ranbaxy Labs. Ltd v. :FM,3mf. MS>.:'M mpMiC^, qff*4, 2004 

WL 886333 (D.C, Cir. 2004); MylmlMbs., Inc.v.i:Ji0npson,3^mdW'i:0 2004); 

see also Dr. Reddy'sLabs., Inc. v. 2'/?off?pTOR, 302 F. Siipp. 2d: 340/3.5.0-58. 03:.N 

(conversion of paragraph IV certification to.paragraph licertificationreqiuiredwhen patent 

expires and can be deemed to have occurred even if no amendment is subrmtted). 

Anunsuccessfijfpatent challenge also will require a-.patent certification change. , 

appficant that originally filed a paragraph IV certification andtheii was: imsucc^ssful in 

defending a patent inftingemisnt suit must change itspatent certification to a-paragiaph lit,, which 

stateis the date the patent: expires and isigjials thM thcapplieant does,^^^^ 

ANDA until that date ;C21CER3;14;94(a)i:12)t^ 

Supp. 2d36{D.D.C, 2000), vei^aied its moot jlukm ■ 

276 F.3d 627 (D.G. Cir. 2002). The delisting of;a|pat^iwil:aisQ::reqtW^ 

amend its certification, withthe one exception ti]^t 15 di^tjssed:!^^^ 

3 14.94(^(l2)(viii)(^)). Finaliy,:a patera::certifi<?ati:!^^ : 

reason the origindcertificatiDn is no ipngeriaceiiirertep 

applicant amends its certification; tbe'sj^JlieaioHwaHlrioiJ^ ;. 

prior certification Pi eFR3a4;94(a)(12Jpj|K: 



" See, e;g., Ivax Jjctitioii at 15 (^"stetutoiy right"), ;1(S f pM^^^ 

petition at 1 ("ri^ts: to 1 80-(fey exctusiVily'*), 2: ("ttititjed")i 2 ;ii''stBtMtQQ': rfgltt*). - WedopotnsSMttoactees?^ 

dislinctioh made in the submissions bbtvyeen a rewm'daiid^^ 

recognized as m incentive and reward for cHallengihgi.a .pateht, but, as is dis.cuss?d aibovQ, itiis-yibi ah .eiititleinent 

that vesta witlvthe submission of a paragTRph W«<»tifl^^^ 
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Even if an AND A oiiginaUy contained a paragraph IV certification to a patent, on6e an applicant 
amends its AHDA to no longer contain a paragraph IV certification, tlie applicant will lose its 
eligibility for exclusivity. For example, when an applicant must change its certific^ion to a 
paragraph II because the patent has expired, the applicant will lose' eligibility for i80»day 
exclusivity, Dr. Reddy's Labs., Inc. v. Thompson, 302 F. Supp. 2d 340, 354-55 (D.N J. 2003). 
Also, if an AND A applicant changes its certification for the patent to a pwagrapli HI, it is no 
longer eligible for exclusivity under section 505(j)(5)(B)(iv) as to thatpateint. Afylan Pharm., Inc. 
V. Henney, 94 F. Supp. 2d 36, 54 (D.D.C. 2000), vacated as moot sub nom. Pharmachemk B. V. 
V; Ban Labs., Inc., 276l\3d 627 (B.C.Cit.20O2). 

In each of these situations j, the fact that an ANDA applicant may have undertaken some risk and 
InGurred certain costs in chftlleiEiging apatent is not an adequate basis for nuaintaining eligibility 
for exclusivity Ibr which the applicant may once have qualified by being the first to challenge the 
patent. The court in Dr. Reddy's £a6i- rejected the argument that the statute "requires the award 
of exclusivity if the ANDA applicant is Uie first applicant to file a pai'agraph IV certification on a 
patent, without more, because at that time the ANDA applicant exposes itself to patent litigation 
by providing the requisite notice of the certification" (302 F. Supp. 2d at 351). The court found 
it reasonable for FDA to conclude that eligibility for exclusivity expired with the patent, even 
tliough the ANDA sponsor was the: first to challenge the patent and had been sued by the NDA 
holder, thuis incurring the cost of litigation (Id. at 355).'^ Similarly, the court rejected the 
arjgument that failing to grant exclusivity based on expiration of the patent was somehow unfair. 
The court found that''^ 

the purpose of the exclusivityperiod is to: provide an ineentiveito. ebaU.erig0.:patenjtS'tljat 
block ANDA approval. . , . Once a listed patent expires,; there: is nOJonger a need to 
provide an incentive to challenge it in court, Consistent with this istatutofy pjirpose, the 
FDA construes the statute to award ISO^dayexcIusivitybased only uppn: paragraph IV 
certifications to unexpired patents; i.%& 59 FedvReg. -SQaaS, 50348. $ljisicpristmction 
makes sense in terms of the basic statutory objeCti^(e of enconraging ANDA appUcatitsto 
clmllenge listed patents that prevent final; A^iijA; approval. 

This reasoning and conelusipnaFee^xiallyapplicableilp a 
withdrawn patent no loGgerpEevents;approval of an. AN^ 

It is thus FDA's position that evenif an ANDA applicanlbncei^q^^ 
was the first to submit a^paragraph IV chdiehgetb.alistedvf^^^ 
. eligibility for 180-day exclusivity when its AiSlDAinpiipiSgereontmnsa^^^^^ 
certification to the patejlt. As occurs vrtthihe expir^ion;4f:a;pa^;br;i^ 
ohaltenge, eligibilityfbrMO-dlO'exchisiyitymj^beipstifl^^^ 
Grange Book at the NDA'hoIder's request. 



'' It is reasonable to assume that the court would be simtiarlyunpcrsUadc^-t^^^ 

would make it "unfiiir" to denyexcliisivity because, of a diange, to Bie states of the p^^ (RanbiBcypetitioiv at;?). 

^^ Dr. Reddy's Lcihs,302KSupp.2^-9iy$<i. 
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B. FDA Regulations Permit l)«llstitig and Require Amcn<lc<ji Ceiftifications 
Except When a Patent Is Litigated 

FDA regulations state timt with one ej(ceplion, upon the delisting of a pateat, an ANDA 
applleant trnist amend its certification (21 CPU 314,94(a)(12)(viii)(B)). The Agencyls 
regulations on patent delisting, amended certifications, and 180-day exclusivity, which were 
promulgated in 1994, provide generally that if a patent is delisted, ANDA applicants who have 
certified to that patent must amend their certifications. Section 31 4.94(a)( 1 2)(viii)(B) states: 

If a patent is removed from the list, flny appjieaiit with 
a pending appHcatiGn (including a: tientativBly approved 

appljcatfon with: a delayed effective: d£tte)x^^ 

certificatiGn wi(Jr respect to such: patent ^ 
certification , The applieaat shall cprti^: under paragraph 
(a)(12)((i) of this section that no patents descrihedin 
paragraph (a)(12)(i) of lliis sectioh claimthe :drug> orif other 
relevantpatents claim thedrug.shatlajuehd the certiilcatio^ 
to refer only to those relevant patents, lii the amendment, the 
applicant shall state the reason for the chaiige in certification . 
(that the patent is or has been removed from: the list). 

The regulation further describes one exception, to tliis geneial mle where ;th^ paragTaphiTV 
ceirtification has resulted in litigation before the request^to deUstthe patentwasmade,: Seeti&n 
3 14.94(s)(12)(viii)(B) coiitinues: 

A patent that is the subject of a lawsuitmdsr §314.1 07(c) shall 
not he removed from the list until FDA determines eUher' that 
no delay in elective dates of approval is required under that 
section as a result of the lawsuit, that thepatent has expired, or 
that any such period of delay in effective dates of approval is 
ended. An applicantshall submit an amended oertiftcatioti. 
Once an ameirdment or letter for the chaitge haS: been 
submitted, the application will no; longer be cptisidered to be 
one containing a certification under paragraph (a5Gl2)(iKAX4) 
ofthis section, (eniphasis: added): : 

This regulation recognizes the general- requirement that pai:entc<?Mlieation5:be\vithdm^^ 
a patent is removed &om;tbe: list, and describes:the;ohe;:<iase: in :w^^ [ 

delisted. The reasons for tliis:exception are described in: the pr^ifttbfea:firQ&^^ 
implemented the HatJ^-WaxmanAmendrttentsi:: In i:p9' mtfeipi^mbletQ the^i^ 
the Agency explained that "^ 

[IJfafter one or more applicams.have made paisgTftphiy certifications Q 

patent has been removedfrom the. lisfjfc/^OTi-y,r«(?5p^:fl^^^^ . . 

been declared irrvalid in alawsUit brought byihe..paten(oym<er wiihhM' days of receiving 

notice under § 314.95 any applicant with a,pendiitg.app}ic^ 

who hais made such a certification shouIdlsubmit-anamendedpafehtcBrtl^ 

certifying ,,, that no relevant patents claim the dnig. If other /reloyantpateflte 
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dmg, the appIicantshQulijiistead submit a.^ ■ :: 

certification. .(54vER;2^S72:«f 2889S-28«^\Jti^:I^ . 

See: aisoM at 23S86. In tliepreaiTlBI^^ 
:^e prdjkised mle and iiDted^at: 

the ageivcy agi^s that the protection: 0ilf«i5dbjrjU^^ 

undeniiined by ohanges frompOTa^phlV ierrifi 

certifications otfierttian paragraph IV ceitificalionsi; If ap^entvvew^^^^^ 

list immediately upon a court deeisibn that;the:p8tent isinvaiid or ua^^^^ 

applicant with a suhseqaentiyfite<J application might seek to;cciiily-ftatthere 

relevant patent ami seek an immerfiateiy effective;iigpr<iv^t. loensur^ 

occur, the agency has reciuired that a-patentTemainiQiinfeevllsl^ . 

invalid or unenforceable until the end of the patent or tlieapplieabie .(Exclusivity period, 

whichever occurs first. (59\FR5G338 at 50348, October 3, 1094) 

The Agency's statements express a clear eoiicern that if aft ANDA applicant were suecessfvil in 
challenging a patent, withdrawing the patent irom the list iramediateiy would destroy any 
exclusivity benefit by per mitting all other ANDAs for the drug product to Be: approved 
immediately. As one court has noted "it would be cruelly ironic, and quite j(erverse, to use an 
ANDA applicant'^ success in such an infringementactwn as tlie basis for (fefy^/wfeise^^^^ to 
tliat Applicant" {Torpharm, Inc. v. Thompson,i6^.§M 6^,^$3:n; I5:(I>JE>;G. 20035?iJ?rHpteis in 
origmal), affd sub mm. Purepgc Pharm. Co. v. Thompson,.3M ?MW7[ i(B;e.:<Dif; ;20iM)). "lb 
appropriately maintain the statutory reward, FDA's regiilatibh; at 21 .CFIt 3 14.94p)( 1 2)( viii) 
^permits the Agency to maintain the. patent listing when ithere. is litigation, aga^^^^ 
that the ANDA applicant will prevailed the patent vrill be foimd invalid or nptiiiMtiged.'^ 

In contrast, under the same regulation^ if the patent w^s not the: subject of litigation as a result of 
a paragraph IV challenge, it will be removed from the; Orange Book at the request of the NDA 
holder and ANDA applicants must amend their certifications accordingly. This approach 
removes the patent as a banier tO; ANDA approvalv and- no applicant esn maintain a paragraph IV 
certification that would render it eligible for 1 80-day exclusiyilyastci that patent, : 



" We note that 21 CFR 3I4,94(aX12)(viii)(B):st«es thM apa^^^ 

shall not be removed from the list" foracertaJn pwtiod. The regulation :af 21 GPR 314 J d7Cc):w^^^ 
Mova to remove reference to the^ "suecessfuldefenseVrequireffleptCeS.ER 59710, Novcrafer.5 19SS), The Ageney 
interprets tlie reference to 'lawsuit under f 3 I4,i07.(c)" to be :alawsoit«S:i;.^ : 

TV certification, as described in ^I'GFR 3:]4(^^^^ 

application has success&Ily defended against a suit forpatentinfrini^iWent broupt»*Bfti« 
owner's receipt of notice!'), rather than a lawsuit arising ftom any AKI5AappUcaJ}t's,p^i|igra^ 
the patCTt. Because no lawsuit was filed against any ANDA appUcMtsubrai|tinga:^^ 
'481 or '520 patenti the Agency's itrteiprewion of ;ih)s;p.ortlon of ihe;r^gul«i^^^ 
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C. FDA's Regiilation Appropriately Fills a Gap in the Statute 

TISe Agency 1ms .rejected .the posirtion that it must maintain a patent listing even when no suit has 
beenfiled as a tesnlt:of:the:first;:patent challenge." Instead, to maintain the appropriate balance 
between competiti<)n-smdin<;eritive> the Agency has delennined that in making-delisting 
deeisionsj it is appropriate: to consider whether a paragraph IV certification tesulted in pai&at 
infringement litigatian. 



The regulation at 21 CPR3i4;94(a)(i2)(viii)i(B):was:issRedwhenFiaA:m 

defense" requirement for e^xclusivity, that is, befor(i,the dccisiDn:inJi#v^ jFDA-ainended some 

of its regulations, including 21 CFR.314.107{c), as.aresult df:the:A/ava decision to ri^ 

provisions describing Jiewcc^essfyl defence .ii0qO^^ 

The Agency did not address the effect pf.the.;V/pva decision on the delisting re CFR 

3 1 4.94<a)(12)(viii)(B). The regulation retained the liitigation element for diteriinining whether a 

patent could be delisted and thus no longer serve as a basis for; paragraph IV certification and 

resulting 1 80-day exclusivity. 

Since the Mova decision, with its fundamental change in tiae relative ease with which an ANDA 
applicant may qualify for 1 80-day exclusivity Ci-C, by submitting the first patent challenge 
versus by submitting the first patent challengeLaafsfsuecessftilly defending resulting patent 
UtigationX the Agency has considered whetter niaintaining the Jitigation eleiHent m:maldng 
patent delisting detenniriatibns is GdrisistenfwthtHeA^^ 

meantain — or to delist — a patent in response to adclisting request froffi;tiieNDA holder, 
without regard to any additional factors. Even though successful defense .of a patent 
infringement lawsuit is not a factor in eligibility for exeltisivity, the Agency believes it is 
reasonable to interpret the patent listing and ISO-day exclusivity provisions of the Act to permit 
the Agency to leave a patent listed only when a lavrauit has been filed as,a result of a paragraph 
IV certification. 

D, FDA's Regulation Survives MtfVtf 

Petitioners argue that the Mava decision requires that ttle first applicant to efeallenge a patent 
must always receive exclusivity, and because a listed patent is lapterequisite to exclusivity, the 
Agency may not considerthc statns .of any .l{%atioh iii.decifing.wheiJtpr to.inainWfia pate 
listing, FDA agrees with petitioners. tiiat, following Mbva:,m ANDA.apipiieartt ntay be eligible 
for 1 80-day exclusivit)' as a result of submitting flierfost paragraph IV certification to a pardculsr 
patent in an ANDA, even if that applicantis not sued as a fesult. However, PDA does not agree 
thatthe first.apphcantisentitled: to. exclusivity regardless of;subseqiuent;se\^ents.. 
not agree with petitioners' view of the MatioiisMp between eli|jbiii1y:fGr liSQ'^day exclusivity 



"*11ic Agency likewree has not adopted an.inteiprdation of the statute tfiatw^ 

witKdravm upon the NDA holder's request laftd.anyeligibiiity for ^^^^^ 

any litigation. We note, moreover, that none of the cominent$ to the dockets ■prppps.e that approach. However, 

although such an interpretation could restilt In undcnninihg thfebSiefittp the Ai^/DA apprtcant .vyhtt sqccessfully 

litigates an invalidity oir nbn-intringeirierit clahn that pesuKsin a pMentdelistit^g, always d:eii$tlflg^^ 

immediately when requested by the NDA holSertodo so woiild recogbizethe NDAKoidert 

detennining which patmits must and must not.be list«J: with tbe Agency. 
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and the effect of vwthdrawal of a patent on coHtimi^d eligibility for excllisiviiy. Petitioners 
reason that.tijeyare entitled to 180-day exclusivity on the grounds that A/ov« prohibited FDA 
from inddhglSO-^diay exclusivity turn on litigation and that FDA's regulation is unlawful 
because FDA's regulation governing withdrawn patents refers to litigation. We disagree tvith 
petitioners' analysis. 

The decision in Mova did not prohibit FDA froni;c:QnsidMhg litigation: iiilth^^ 
withdrav.'al. The Mova court held that FDA's then-pfeyailing ''win fi#st''jSuceesj5&lde^^ 
approach to awarding exclusivity was inconsistent with theplain statutory language because it 
effectively wrotethe corimmerci^; marketing trigger out pfexistepeer ho 
statutory language was ambiguous or sileiit, the coiirt ej^iiiitly would^ 
adopt a "wait and see" approach to grahtiiig excliisivity (I4f F;Miat;iiI6$)r -Itefe ; 

see." if a first applicant did not trigger exclusivity vwith coramerciai rtiarketing first, tiWA would 
not approve a subsequent applicatjon xinlil the end of ftefestiapplieant's litigation, when the 
applicant either won its Utigation and thus retained exclusivity, orlbst its paitent litigationand 
lost its exclusivity (Id). Tlie M?va court expressly did hot. address the qaestiGjii:.of exclusivity 
when the first applicant to submit a paragraph rVceriifieation to a patenC is not sued (^^^ at 1070- 
1071 ("We begin by setting aside tlieproblenis of the&st applicant who is never sued of who 
loses his lawsuit")). The Mova court noted that "Congress may haw intended tc> rewajd the first 
ANDA applicant for his enterprise whether ornotheis latersued ,,, " (M atlO?! n,ll). 

In regulating directly from the statute, post-Mdw, the Agency determined that.an A 
applicant could become eligible for exchisivity under section 505(j)(?)(B)(iy) by submitting the 
first paragraph IV certification to the patent; eJigibility didnot require that the.-ajppiicant be sued 
as a result. The FDA's approach was upheld as consistent with; the statutory- languaige in Pur&pgc 
Pharmaceutical Co. v. Friedman 162F.3d 1201 (D.C;Cir. 1998), but tiiecotul did not find tliat 
such an outcome was required, by the statute. Moreover, even if the Act were construed -to 
require that anapplieant become eligible for 1 SO-dayexclusivity solely by virtueofsubnutting 
tihe first paragraph IV certification to the patent, nothing in the cases cited by petitioners supports 
the proposition that once eligible for 180-day exclusjwty', an applicant must remain^^d^^^^^ 
if the patent is witlidrawn or tliat the Agency eaimot consider vi^ieto the paragraphiV 
certification resulted in litigation in deteriiiiningwheffier to jmaintain a patent: listing in the face 
of the NDA holder's request to delist. 

E. FDA Appropriately Considered <he Effects O^f Maintaining or 
delisting » Patent 

Among the fectors the Agency has considered in; iriterpretihg the reguMori^ 
3 14.94(a)(12)(vi{i)(B) post-Mova are the effects otigeheric-dniig approvals.of taatijiaiaing or 
removing a listed patent when an>JDA hdderrfeqiJesEtsthatt^^^^ Tlie.se effeefs 

may he substantial and thus are an important factor in:;cphsideringfcF ■ 

regulation appropriately. 

Listed patents are barriers toapproval of genericdrugs. If a patent remains-listed, any applicant 

submitting ah ANDA for the dmg produetafter the NDA holderreqyes^ 

nonetheless comply v^dtb thepatent ceiliflciation; requirements of ise.ctibn505^:)(2); These 
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include analysis of whether the sponsor wishes to challenge the patent as invalid or not infringed, 
submission of the patent certification to FDA, notification of the NDA holder and patent owner if 
the certification submitted is a paragraph IV, including a description of the basis for the patent 
challenge, and the defense of any patent litigation that may result All of these.steps would need 
to be undertaken if the patent remains listed, even though the NDA holder has represented (by 
requesting the delisting) that the patent does not meet the listing criteria under section 505(b)(1) 
or (c)(2) and 21 CFR 314.53. 

We note that to avoid the regulatory hurdi&s: imposed. fcy patent Iistinp,m 

havensed the procedure described in 21 CFR 314.53(1^: to rieqwestithat apatentbe removed :fr6ra 

the Orange Book. S&e,ik)iemtxiph,4pomv^Thomps^^ 

(delistingof patents for parMetine hydfo:ehloridj^)>^ 

described above in section n of this resfiGinsE/s^ 

patents. However, the positions taken by petitioners- eouid render, thfep^ cii?illenge process 

largely ineffective. Becauseof the value under section .505O')(5.)|;B)(iv) of being first to 

challenge a patent, ofteavery little time passes between the submissionto FDA of a:patent for an 

approved drug and the submission of Al^DAs containing paragraph lYeertjfieations to the 

patent. See Guidance for Industiy ISO-'DdyExelusimtyMhen MtihipleANDAs Are Submitted on 

th0 Same Day (July 2003) at 4. If, as petitioners assert, once an ANDAapplieanthas; submitted 

the first paragraph IV certification to apatent, thepatent cannot be removed; t^'O'inttie forany 

reason, there could be little, if any, time for nieaningfuliUse of the patenfchallerige process. 

In contrast, if an. NDA holder requests that a patent be: delisted and the patent, isremovedirora 
the list, ANDAs.for "die drug.product wH not be required to contain aeertification to, that patent. 
There will be no delay of any ANDA approval for the drug product arisingfroffi a 30-mondi 
stay, nor will approval of any ANDA be delayed by the time required to give effect to an 
applicant's 1 80-day exclusivity as to that patent. It is FDA's experience, that not only may 
approval of subsequent AND As be delayedduring Hie ISO-day periodof exclusivity, approval of 
any ANDA for the listed drug may be delayed substimtiaUy if the appliQsrite^^^^^^ 
exclusivity is unable to obtain approval for its ANDA orfails; to begin marketing of an; approved 
drug, or if there is no court decfeion tiiat triggers exclusivity under section :5Q50(S)P)(ivj(II). 
For these reasons, delisting a patent at the NDA holder's, request is ;iifee)y to spe^^^ 
generic drugs. 

We note two additional arguments: made by Kanbaxy that •Telate^to the Wtoce^^b^^^ 

incentives and competition. First, Ranhaxy asserts that :if FDA intwpretsi 

statute to permit an NDA holder to AWtiidraW.apate^tlpidjsxtu^^ 

be igiying the NDA holder tiiepower to decide v3ie^r:l SOidsy tocolwsi^ty. will :l!^ awarded 

. (Ranbaxy petition at S). ' " Although the withdrawal of apatent would hEtyejsueheffed 

NDA holder has not litigated.theclaimsnmde in the paira^rapli.iVoeriifea^ [ 

believe that FDA's approach would resultin-NDA hpMere .abusin 

process. We note that the statute gives an:NDA holder nodiSOr^tion. to |ist:w if 

the patent falls within the scope of listable patents, described in section 505(b)(1) and (e)(2) and 



" We note &at the statute already gives complete control (ifno dlscretipn) to Ae NDAholcJerfor listing a patent, 
which inherently gives NDA holders control over the posslhility of 180-day :CT^^^ 
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21 GFR 3 14.53, the patent must be listed; if it falls outside that scope, it must not be listed. In 
addition, an KDA holder that delists apatent removes that patent as a barrier to ANDA approval, 
in that it will no longer give rise to pateut eertifjcation Obligations, 30-mondt stag's, or delays in 
approval of multiple ANDAs as a result of 1 80-day exclusivity. Notwthstanding Ranbaxy's 
fears, it seems unlikely that an NDA holder would withdraw an otherwise listable patent rnerely 
to deprive an AND A applicant of eligibility for exclusivity, where such act would expose the 
NDA holder to the risk of earlier and more extensive competition from multiple generic 
products^ 

Ranbaxy also argues tlmt if exclusivity does not continue to apply to all challenged patents that 
an NDA holder seeks to delist, NDA holders will have an incentive to use the litigation element 
as a "bargaining chip" and to enter iiito tolticbmpetitive agreements with generic di'ug companies, 
a praetice that has drawn FTC scrutiny (Ranbaxy petition at 8). In reality, the Agency's position 
advances FTC's competitive goals. FTC's April 14, 2005, comment to the dockets for these 
petitions expressly states that to prevent delays in the av^ilafeHJty: of gem^ 
that the NDA holder have ttie ability to delist apatentj-eithk as a result :o:f its -o 
the patent is incorrectly listed or as a result of anlsi'C or courtorder (FTC GDmirvent;at.8-9), 

F. FDA's Approach Maintains Rieasdnabie incetttives for A^ 

Tks 180-day exclusivity period is intended toprpvidgim incentive and; rew^^^^ 
prompt challenges to patents that.act;as:'ha?riersto.AN^^^ A^eh an.NDA.hblder .. 

requests tliat a patent be witlidrawn from the listofpateiitsipiotectffig an "apprc>yed:drMg and FDA 
removes the patent, that patent no longer actsasabarrier.toAND4 approval, and: it also: may 
longer serve as a basis for 180-day exclusivitj'. In coritraist, \A*ett the.patent remiains listed to 
protect an applicant's exclusivity, it continues.toact:as;abarrier.tD.apprQyalof generic, drugs. 
The question for the Agency in interpreting and applying 21 CFR 3:rl4:.94(a)(12)(;yiiii)(B), then, is 
whether the benefit derived from continuing to provide an exclusivity incentive as to a patent 
justifies the delay in generic drug approvals arising frbinnijiiiiitaifiiig^^ 
face of a NDA holder's, request tbidclist. 

FDA has determined that as a. general rule, the benefit dfetiwd from maiBitaining exclusivity does 

not justify the delay in generic drug approvalsthatwoiddarisefo 

the NDA holder has requested that the patent be withdrawn. Termintitioh of exelusivity in. ftes 

circumstances would not .aippear to undermine the: effectiveness of exclusivity m an ihG^ntive to 

challenge patents. An ANDA apphcantthatehaileinge? aipaten^^ eertiSoation 

already does:so wiUi the knowledge .thaitif the patentsjfj^ 

will forfeit eligibility fer exclusivity. Moreove^^ 

uncommon, the possibility th^. i chMlen^:pahSrit:mi^i sonieda^ C>rang6 : : 

Book would nbtai^ear to east'enoughdoufetitii^ '■.: 

paragraph TV certifications. Ddays •T-r/poisa%mfest^tiialr--mthe; 

maintain exclusivity when a pateiitis withdraym thus-se«ni un^^^^ - ; ' . 

In contrast, delays in approval of g^eric dnigsi danotseein a hip priceto^^^ 

exclusivity as an. incentivetochdlenge. and: litigate tbe^y^^ 

patent. For example, if an ANDA applicant elipbie-ferlSO-dayexe^^ 
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suecessful challenge to ihe validity of a listed patent could l«ad to the patent being removed from 
the Ormige Book upon a finding of Invalidity — and theconcomitaat loss of exclusivity — the 
incjentive to challenge patent validity v^^ould be seriously weakened, This outcome would be 
InconsisteTit with the incentive scheme established in the Hatch-Waxman Anxendraents. 

Ranbaxy argues that the principles justifying retaining the listing of a patent when H: is the 
subject of a lawsuit are "equally applicable" v;^en the paragraph IV certification caiises ilie KDA 
holder to change its mind about the appropriateness of the patent listing (Ranbaxy petition at 3, 
7), . FDA disagrees. The narrow exception applicable when the patent has been the subject of a 
lawsuit serves to continue to provide an incentive to the first applicant to pursue its patent 
litigation by assuring the applicant that the exclusivity reward will not be extinguished if the 
patent is removed from the Orange Book as aresxilt of success in that litigation. In contrast, 
should a paragraph IV certification prompt a delisting, the threat of liUgation has been defused 
and the need for any continuing exelusivity incentive has been. obviated,. Npr isit at alldear 
why the patents in this case were delisted; PDA does: not uiquire Into the. reasons, and it would be 
entirely impractical to have a delisting decision depend upon an A!^lDA applicant's 
characterization of why the delisting was sought.^ 

l^erefore, the Agency interprets 21 CFR 3 l4.94.(;,a)(12)(viii;)tO:meM that if a paragraph 

certification to apatenthas notresultedin litigation,:E0A vyill bmovea.patent:i^om the Orange 

Book ;at.the ND A holder's .t^fi0st and require^^^ 

certiScatldtis to that patent. FDA may appro^^e Al^i;Ji^.fer:the;:dp^^ 

to tije remaining listed patents andithe eorrespondingpertiScatSons^^sec^ 

314.107). Only if the listed patent has been the. subject of .ftiparagraphilVpert^^^^^ 

resulted in a lawsuit will FDA not remove that patent Until -(l:)the.:f»st ANDAappHcant loses the 

lawsuit and changes its certification to a paragraph IH (thus disqualifjqng It from exclusi^^^ (2) 

the patent expires, or (3) the exclusivity has.been triggered either by eoinmercial.inarketing or by 

a court decision fmdingthe.patent invalid. or not-infrlngedpid; Ihe 180-^^ has run. 

The Agency beheves that this approach is both a reasdnable: interpretation of the statute and 

maintains an appropriate balance between preserving incsntiyes-andremovingbarriers to ANDA 

approvals. 

Filially, if the regulation at 21 CFR314.94(aK12)(viii)(B) were eonsidered to 

closely linked to the Agency's sucpessMdefense. requirement aitic3akted;.in 21 G^ 

3 14. 1 07(c)(l 998) that the delistitJg regulation did not sup?ive.^t^^^^^^ 

314.f:G7(c) to remove the sueeessful defense 3prQyisipavtheh;the;Agp«;y wpuldiles^fiuited .to 

regulate directly .from the FDCA in delemiinirigliow to adtess^e;!:?!^^ 

delistmgs and eligibility fbrlSP-dayexdusiyity. As the dlseu^sipn in#s^tesp0nse indic^ 

statute does not directly address this.issueiand^&eAgehcy bfli^vesrt^^^^ 

response to \his statutory g^p is:to delist.aipali^nt ^\^ei;Teiq 

except vvhen there has beenlitigatiGnas^aie^lt of a^paragraph^^ 



2° We do note that because the Wax and Ranbaxy ANDAs .for s.iirtya:Sla:tin were.sub»t).i.tt«d in 
Merck did not seek to ddistthe '481 and; '52fipateiits until te;2p^ 
the paragraph IV certifications provrded to: Merck as re<}i«iredunder>ectipn. 5050X2^ 
to delist the patents, 
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G. Petitioners' Proposed Approaches 

Petitioners offer two alternatives for addressing 1 80-day exclusi\4t)' when an NDA holder has 
sought to have a patent delisted and there are paragraph IV certifications te those patents, but no 
resulting litigatiGn (Ranbaxy May 20, 2005, comment at 3), First, petitioners suggest that FDA 
remove the patent from tlie list, but maintain the applicant's eligibility for exclusivity by refusing 
to approve any other ANDA for the drug product until 180 days after the eligible applicant 
begins to market its product. Second, Ranbaxy suggests that FDA maintain the patent listing 
Only until the exclusivity expires. Neitlier of tiiese alternatives is acceptable. 

As described above, 180-day exclusivity depends upon both alisted pateht as to which an 
applicant may submit a ceinLiflGirtion #i'lhe:Sitbnii^ij^n:irf 

paragraph IV certifications to the patent (section 505(j)(5)(B)(iv)3. Tfestdtute at section 
505 (j)(2XA)(vii) provides that ah ANDA mist contain 

a certification, inthe opinion of lite applicSHtand to the best of His kftowledge,^^^^^^ 
respect To each patent which claims the listed dni^ ,,. or which claims a use fprsuchlisted 
drug for which the applicant is seekirig approval under: this subsection ewi^/or which 
information is required to be filed mder [section 595(b) or{c)J. (emphasis added) 

If a patent is not listed for the referenced drug, an ANDA may not contain a paragraph IV 
certification to the patent. .4/ptopft«/-wF7Y ire/, v. Tfiotnpson, 3301-. Supp.2d I CD.D.C. 2004). 
This.is true wiiether an applicant never submits the patent to FDA, or has submitted and later 
withdraws the patent. Further, if there can be no paragraph IV certifications to a patent, there is 
no basis under section 505(j)(5)(B)(iv), or elsewhere in the statute, for delaying subsequent 
approvals to protect 180-day exclusivity. ITiuSitheAgehcymay not both delist the '481 and '520 
patents and delay approvalof other AND As for the drug product. because of l80-day exclusivity. 

Likewise, the Agency does not believe that leaving all "delisted'* patents as to which an applicant 

has submitted a paragraph IV certiflcatiori in the Grmip^Bpok only until the^esce^^^ 

is an acceptable way to reconcile delisting and exclusivity. When there is no patetitin&ii:^^^^ 

litigation that will result In a triggering court decision under section 5;05#(5)(B)Civ)(ir)'ah4^^^^^ 

ANDA applicant does not trigger exclusiyity wi&.raarketjng.(e,g.j ,beeausfi.the:;i|jRpMeant:cannot 

obtain approval of its ANDA, another /patent blo6ks,?ipptoyM of ;^^^^^ a^pplicant: : 

declines to market its product for o^er reasons)* tJie patent;m?iy havet^. ren^^ 

Book for many years until the exclusivity expiresi all thewMle acting as a bajfrier to ANDA 

approvals. 

H. The Agen«y*sTreatmeBt of Other P»feutn«M 

FDA has been eonsistentin its treatoent:ofpatjent.delis^^ 

the Agency, has delisted patents fbr Pastil (i>aiOxet&e .'■■-. 

Zyprexa (olanzapine), and Detrol (tolterodine) on the;grounds;tha^ 4te 
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cettifieations had been submitted to tha patents, those certifications did not result in IJtigation.^' 
GlaxoSmithKlirie (Glaxo), by letter of July 1, 2003, requested that FDA delist U,S. Patents No. 
:6,0:6:3,927, ISfo. 5,08(^^759, and No. 6 J 72,233 for Paxil {paroxetine iiydrochloride), as a result of 
FDA's new regulations describing permissible patent listings. FDA informed 'Glaxo by letter of 
July, 18.2003, tilat it would delist the patents as provided in 21 CFR 3 14,94(a)(12)(viii)(B). As 
FDA explained in a July 30, 2003 , letter to Apolex regarding 1 80-day exclusivity for paroxetine 
hydrochloride, the Agency delisted one of the patents pursuant to 21 CFR 3 I4.94{a)(12)(viii)(B) 
because there had been no relevant litigation, but retained the listing of two other patents because 
there was litigation (I./elter at 7). FDA later delisted these two patents when exclusivity expired. 

Bristol-Myers Squibb likewise requested the delisting of U,S, Patent No. 5,256,664 for Serzone 
(aefazedotie) on April 4, 2003.^^ In July of 2003, counsel for two ANDA applicants requested 
that FDA delist the patent because the NDA holder had not sued any ANDA applicant for 
infringement of that patent. FDA withdrew the patent flx»m the Orange Book and notified the 
ANDA applicants seeking approval for nefazadone drug products accordingly on July 31, 2003. 

Lilly requested by letter of May 21, 2002, that EDA delist eight patents: from the OraiageBook 
listings for Zyprexa Tablets (olanzapine) and ZyprexaZydis (olanzapine) Orally Disiiitegraling 
Tablets. 'ITiese patents were removed from the Orange Book because nO: ANDA applicant who 
had submitted a paragraph IV certification to anyof these patents-was sued.- Ih.Septeffli3er2004, 
Pfiz«r requested that FDA remove U;S. Patent No, S,5S9:,269fef the-iisting for DetrolaAdDetrol 
LACtolterodine). Gonsistentwith the approach described Jh 21 GFR3!l:4^4(;a)(l2)(viii)(B;>t:the 
Agency delisted these patents. 

Ivax cites the Agency's treatment of patents for mirtazapine and brimonidinB as. precedent for 
maintaining a patent listing to preserve exclusivity. In both of these instances, referred to in the 
Ivax petition at 9-11, FDA continued to list a withdrawn patent in the Orange-Book because that 
patent had been the subject of litigation, as per the regulation. .In the February 24, 2003, letter to 
Tim Gilbert and the May 28, 2003» letter to Daniel J. Tomasch subnjilted as attachments. Bari^^ C 
respectively, to the Ivax petition, FDA made clear that" [iiltwoiild be Uiir,e85.0n3ble and contrary . 
to FDA regulations and practice to either remove challenged patents, fepm the OrangeEook or 
require a change from paragisaph FV certification to ;Seclicin:\^w 

applicants on the basis of a di.strict court :declsion ;Qf .ieibii^aEg§m^v;V^^^ dseision was . . . 
the result of the ANDA applicantfs subinjssion of apai-a^rajjh I^^ ceiti 
litigation of apaxagraph IV certification and; successful litigatfon of thepatent claim. T0 do so 
would vitiate the 180-day exclusivity." (Sec attachment.G:;to:lV^^ 
consistent with the regulation at 21 CFR314.94(a)(12)(viH)(B). '^ 



" Since the issues raised in tJiese petifionswer^ first brou^ttotho Agfcney!$.at1;a>tipft in correspond^hce {rom 
coHBsislforRaabfP^y in Qetobcr 2004, FDA has received: a fequest^omtheNDA 

5i863;559 and No; 6,368,627; for ImJtrex (surriattiptaii sueisitiate); In light pfffi^questljaijsr^ed:: ft ipetiMoriSv 
andto avoid any further disputes aver eligibilifyfbreMusivilyarishlg^fi^^ — 

after determining that it will have no immediate effect on the tinMng of AT^RA apprpvais — has refihaihed from 
deUstJng tliese patents until the issues raised in these petitions: aw resolved. 

" Tlie otherdrugproducts for which .Biistol-MyersStjailjbsftH^t to havepatentSideU^^ 

tfyophiUasd Cytoxan, andTaxol,)n£! longer had. unapproved A>ll>As that had be^ eligible for iexejusiviity, 
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cQiitraiiict Ivax's:assertion,lYax petition irt^ 11, tfij^^^^ ,; 

eiskteme of patent Infringement law^uh^^^^ 

llie third exarr^ecitedbty I\ax was;a:patent feig^bia^^ 

Co. V. Thompson, 354:FJd:877: (!>;€. eiir;':2diEf||;^ 

involved unique circumstances (Ivax petition at 20).: fe/iiatc^ ^tthe 

Request of the l^flDA holder, a pstent that had beeii 

However, the court had determined thiatHJA eould not ri^ytrtt^eijiSc?^ 

andhad ordered the Agency to accept a sp-cdiled "sectioii viii'l^staterii^ 

50i5(j:)G2)(A)(viii) instead (354 F.Sdat S85). Bep^^ ofihe aVatkbllity^of se 

to the H:79 patent, FDA concluded that no: AN|) A: applicant couldimain^^^^ 

certification to the patcmt, and thMS^erec^uld; be 

505(j)(5)(E)(iv) Qd. at 8&6-8««). FDA's treatment of the '479; patent i^.^Ujr;c(3Ji^ with the 

Agency's interpretation of 21 ■ CFR 3 14,94(8)(l2)(viii)(B) — that the Age^^ 

patent at the NDA holder's request when there.are par^i^aphlV: eerUfteations;to t^^^^^^ 

resulting litigation — because, in ■ffiie case of the: '479 ipatenii there cpiild:ii0 :ltoger &e:ariy 

paragraph IV certifications. Finally, the court Svas untroubled by FDA's delisting of -^e '479 

gabapentin patent and the loss of any related exclusivity, ffius supportlftg the Ageney's jposition 

that exclusivity does not vest with the initial submission of the first paragraph' IV eertification to 

the patent, but can be lost as a result of subsequent chajiges hi the status of the paitent {Sev id at 

V. CONCLUSION 

The Agency's treatment of patent delistings describaiin 21 CFR 314. 94(a)(l2)(viii)(B) 
reconciles the statutory provisions govemingpatcnt listings aiid 180'day exclusivity, and is 
consistent .with the policy considerations underlyirig the Hatch- Waxinan Aniendmehts. This 
approach requires appropriate: ministerial deference to an NDA holder's reqftest that a patent be 
delisted. At the same time, it recognizes one exception to patehtdeilisting.tp give effe^^ 
1 80-day exclusivity benefit when a paragraph IV certificatioh.resiilts in litigation, and the 
litigation results in the NDA holder requesting withdrawal of th^ p.atept. By adopting: this 
approach, FDA has maintained a reasonable balance between ailbwihg;NDA appiicajits to 
correct patent listings and protecting the iticentive for AI^DA applicants, to chailisn^^^ 
patents. 

Consistent with this conclusion, tiie AgencywlU not relist the '48 laad.''520: patents for Zocor.no 
applicant will be eligible for I SO-day exclusivity as: to these pateatSjand:EDA: wJill: approve 
ANDAs for allstrfengths of simvastatin when they ate other wse eligible f#^ 
section 505(3) of the Act. ITie. citizen; petitions are denied. 

Sincerely, 



Steven K':yMson,M.D.,M:.P.H. 

Director 

e^ter for Drug Evaluation and Research 
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JUDGES: RICHARD W. ROBERTS, United States 
District Judge. 

OPINIONBY: RICHARD W. ROBERTS 

OPINION: 

FINAL ORDER 

On January 2, 2004, this Court heard oral arguments 
of counsel on Plaintiff TorPharm, Inc.'s ("TorPharm's") 
motion for a preliminary injunction. Having fully 
considered the submissions of the parties and arguments 



of counsel, the Court issued an oral order and final 
judgment for the reasons stated on the record on January 
2, 2004. This witten order memorializes the oral order 
and final judgment issued and made effective on January 
2,2004. 

Tlie Court finds that there is no genuine dispute of 
material fact, and therefore, under Fed. R. Civ. P. 
65(a)(2), TorPhaim's [^2] preliminary injunction motion 
is, without objection from any party, hereby consolidated 
-with a final decision on the merits. 

As to the first claim for relief in TorPharm's 
Amended Complaint, the Court enters a judgment fbr 
TorPharm declaring that (a) the Food and Drug 
Administration's C'FDA's") letter ruling of July 30, 2003 
awarding shared 180-day exclusivity to multiple ANDA 
applicants for genetic paroxetine hydrochloride 10 mg, 
20 mg, 30 mg, and 40 mg tablets was contrary to the 
plain language of the Federal Food, Drug and Cosmetic 
Act, 21 US.C. § 3550)(5)(n)(h'), and (b) TorPharm is 
entitled to sole 180-day exclusivity for generic 
paroxetine hydrochloride 10 mg, 20 mg, 30 mg, and 40 
mg tablets. 

Tlie Court further permanently eiyoins and prohibits 
the FDA, Tommy G. Thompson (in his official capacity 
as Secretary of Health and Human Services), and Mark 
B. McCIetlan (in his official capacity as Commissioner 
of Pood and Drugs), and thek agents, servants, 
employees and attorneys, and all persons In active 
concert with them, from Issuing final approval of 
Alphapharm's ANDA No. 75-716, or die ANDA of any 
other applicants for paroxetine hydrochloride 10 mg, 2D 
1*1] mg, 30 mg, and 40 mg tablets, until the expiration 
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of TorPhBxtn's 180-day exclusivity period for those Amended Complaint as moot. This is a final, appealable 

products under ANDA Wo. 75-356. order. 

The Court hereby enters final judgment for SIGNED this 8tli day of January, 2004. 

TorPhatm and against tfie Defendants on the first claim DifUAnri vj noracnTc 

for relief in TorPhann's Amended Complaint. The Court K«-rtAKU w, tiuatK. i & 

dismisses the second and thu-d clainas of TorPharm's United States District Judge 
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1 PROCEEDINGS 

2 THE DEPUTY CLERK: This is civil action 03-2401, Torphacm, 

3 inc versus FDA; intervening defendant, Alphapharm. 

4 ' Counsel, would you kindly step up to the podium and 

5 introduce yourself to the judge. 

6 MR. TSIEN: Good afternoon. Your Honor. Arthur Tsien from 

7 Olsson, Frank and Weeda for Plaintiff Torpharm. 

8 Torpharm would like Deanne Mazzochi from Lord, Bisseii 4 

9 Brook in Chicago to represent it here today. Your Honor granted 

10 her motion to appear pro hac vice on a provisional basis 

11 Wednesday. We cured a defect by submitting a supplemental 

12 declaration Wednesday. 

13 THE COURT; All right. I'm not sure that I've seen it, 

14 but I will trust that you added the number of times, I think, 

15 that was missing? 

Ig MR. TSIEK: 1 would be pleased to hand up a copy. Your 

17 Honor. ^^^ ^^^^_^_ ^^^ ^,^^^^ ^^^^^ ^^^^ ^^^^ ^^ ^^^^ ^^^ ^^^1^^^. 

19 was. Was there a number? 

20 MS. MAZZOCHI; It was zero, in fact. 

21 THE COURT: Zero times. Well, I will convert ray 

22 provisional ruling to a final ruling. You are admitted pro hac 

23 vice and welcome to the Court, 

24 MS. MAZZOCHI: Thank you, Your Honor. 

25 THE COURT; All right. 



1 MS. MAZZOCHI: And would you like me to proceed or do you 

2 need to have defense — ^^ ■ u #„- .-v,» 

3 THE COURT: Well, you can introduce yourself just for the 

5 '^^^°'^ 'as MAZZOCHI: That's fine. My name is Deanne Mazzochi 

6 and I'm an attorney with Lord, Bissel s Brook in Chicago, acting 

7 on behalf of Torpharm. 

8 THE COURT: Very well. 

9 MR STERRN: Good afternoon, Your Honor. My name Xs 

10 Douglas Stearn. I'm here with the Department of Justice on 

11 behalf of the federal defendants, the Food and Drug 

12 Administration, Secretary Thompson and Commissioner McClellan. 

13 With me is Marc Caden with the Office of Chief Counsel at 

14 TDA. 

15 THE COURT: All right, good afternoon. 

^g MR. RAUBICHECK; And excuse me, Your Honor. My name as 
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n Charlss Raubicheck. I'm with the firm of Frommer, Lawrence 5 

18 Haug, representing the intervening defendant, Alphapharm, Pty, 

19 Limited. ,, , 

20 THE COURT: All right. Good afternoon to all of you. 

21 I want to take up first the suggestion in the papers that 

22 this matter be treated as summary judgment papers or the 

23 preliminary injunction hearing be consolidated on the merits 

24 under Rule 65. , . 
I've looked at the papers and I have not found any genuine 



25 



1 dispute in your papers about material facts, so I do propose to 

2 proceed that way unless there is some objection to that. 

3 Now, with respect to argument, vihat if I give each side 

4 roughly a half hour? Now, maybe the PDA and Alphapharm might 

5 want to divide that up any way you want to; Torpharm, if you want 

6 to reserve some of your time for rebuttal, you can do that. 

7 But had you all discussed some alternative way of 

8 proceeding or some alternative schedule? If not, why don't we 

9 iust proceed in that fashion and invite Torpharm to go f^^st. 
iO MS. MAZZOCHI: Thank you, Your Honor. If I may, I would 

11 like to reserve approximately ten minutes of rebuttal time. 

12 THE COURT: All right. 

13 MS. MAZZOCHI: And just to begin, I would like to thanK 
1^ the court very much for taking the time to hear us today. We 

15 understand with the holidays and the urgency involved, that 

16 additional efforts are required. 

17 As this Court is aware, this case involves X80-day 

16 exclusivity periods under the Hatch-Haxman Act, which the D.C. 

19 Circuit has recognized in Mova v. Shalala is a very powerful 

20 incentive for generic companies to invite patent challenges years 

21 before market entry is possible. Tnmhsrm 

22 There's no dispute here amongst the parties that Torpharm 

23 is, in fact, the first ANDA applicant to file an ANDA with a 

24 paragraph IV certification. ■.•^♦.i^hit- 

25 THE COURT REPORTER: Slow down just a little bit. 



10 



1 MS. MAZaOCHI: Sure. I apologize. 

2 Torpharm is the first ANDA applicant to submit to FDA an 

3 ANDA which contained a paragraph IV certification f°^ the patent 

4 that was then listed in the FDA publication known as the Orange 

5 Book, U.S. patent number 4,721,723. 

6 And our understanding is that as of tomorrow, FDA is 

7 planning to deny Torpharm its exclusivity rights as a result of 

8 that filing, and that — , . .^ • kv=o 

9 THE COURT; You mean sole exclusivity rights !■ 

10 MS. MAZZOCHI: Sole exclusivity rights. 

11 And that FDA is in fact planning on awarding a shared 

12 exclusivity right to Alphapharm. We believe that this denial of 

13 Torpharm' s ability to fully exploit its 180-day exclusivity 

14 period represents arbitrary and capricious agency action for 

15 several reasons. -v.oj,i-q.> a 

16 First, we believe that the statute on its face creates a 

17 sole exclusivity right by requiring FDA to delay approval of 

18 rival ANDAs until the expiration of 180 days after certain 

19 triggering events in the statute, which everyone agrees here was 

20 Torpharm' s first commercial marketing date, which was 

21 September^8th^of^2003.^^^ ^^^^^^ ^^^^^ ^^ approximately March 6th 
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23 of 2004, 

24 THE COURT: Did you say that was the first commercial 

25 marketing date or the date on which the secretary is notified of 



1 the first commercial marketing? 

2 MS. MAZZOCHI: It was — we believe that the notice did, 

3 In fact, occur simultaneously, so there may be a day or two 

4 leeway one vjay or the other. But I believe the parties are in 

5 agreement that the end of the exclusivity period comes at about 

6 March 6th of 2004. 

1 Nowhere in the statute does it set forth any type of 

6 regime vjhere exclusivity can be shared simultaneously amongst 

9 ANDA applicants, FDA has invented this concept in a series of 

10 ad hoc letter rulings against a background of administrative 

11 positions vJhich have involved several flip flops as to what FDA 

12 considers to be an appropriate way to award and consider who has 

13 entitlement to 180-day exclusivity periods. 

14 THE COURT: Well, forgive me for interrupting. Can I ask 

15 you two questions on that argument? 

16 MS. MAZZOCHI: Sure, 

n THE COURT; How does that argument support your advancing 

18 the argument that this cascading or rolling exclusivity may be an 

19 appropriate interpretation of the statute where the statute has 

20 no such reference to that either? 

21 MS. MAZZOCHI: We — FDA has taken the position that the 

22 statute authorizes it to analyze exclusivity on a, quote/unquote, 

23 patent-by-patent basis. We obviously believe that the 

24 one-firsc-applioant approach is the correct approach. However, 

25 if there is some perception that FDA believes there needs to be a 



1 way in which it can reconcile conducting a patent-by-patent 

2 approach to exclusivity with the statute, we believe that, at the 

3 very least, ensuring that the first 180-day exclusivity period is 

4 not devalued by nature of having to be shared amongst one or, I 

5 believe here for Paroxetine, there are now over ten ANDA 

6 applicants who have gotten ANDA applications on file, the 

1 cascading approach would allow you to, at the very least, keep 

8 the first ANDA applicant's exclusivity period fully in place and 

9 would allow the first applicant to fully enjoy the fruits of 

10 their litigation labors, if you will, 

11 And if FDA truly believes that there are policy advantages 

12 to taking the patent-by-patent based approach, which would 

13 encourage other generic applicants to challenge late-listed 

14 patents, we believe that having the cascading approach would, 

15 again, ensure that you've got some type of incentive that is 

16 fixed, that is readily discernible and that can actually be 

17 counted on in terms of proceeding forward with litigation and, 

18 you know, up front making the decision as to whether it's even 

19 worth the time to submit a paragraph IV certification in the 

20 first instance. 

21 THE COURT; Well, would you concede that I can't even 

22 reach the question about cascading exclusivity until and unless I 

23 decide that the statute is ambiguous? And if there is some 

24 ambiguity, then we have to march into whether the FDA's 

25 interpretation of it was permissible and reasonable? 
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1 MS, MAZZOCHI; I think that — Torphartn believes that what 

2 the statute requires is that there be one ANDA applicant, notably 

3 Che first filler, who fully enjoys their 180-day exclusivity 

4 period. 

5 As to which approach is deemed the most proper one by the 

6 Court, we are willing to leave that to the Court to decide. We 

7 believe that the first applicant approach is the correct one, but 

8 under either approach, Torpharra still comes out of this with its 

9 180-day exclusivity period intact and FDA still cannot approve 

10 Alphapharm's ANDA until after — on or after about March 6th, 

11 2004. 

12 THE COURT: Well, that answers the result. I was asking 

13 about process. I take it you don't disagree that, absent the 

14 language in the statute about cascading, I'd have to find some 

15 ambiguity that would allow me to go in and then determine whether 

16 the FDA's interpretation was permissible or reasonable? 

17 MS, MAZZOCHI: I believe that the statute discusses having 

18 a previous application and we believe that that previous 

19 application refers to a first ANDA applicant. You can still have 

20 a first ANDA applicant under the cascading approach as well. 

21 The question is whether you're going to give — you're 

22 going to consider subsequent applicants who are filing a newly 

23 listed patent to constitute a new ANDA application that has a 

24 paragraph IV certification for which there was no prior paragraph 

25 IV certification as to that same patent. 



a 
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1 We disagree that FDA should — how do 1 put this the right 

2 way? 

3 We believe that the statute only allows — allows for one 

4 applicant to have a full 180-day exclusivity period. Whether » 

5 later applicant can have an additional exclusivity period by 

6 virtue of the nature of the filing that they're making — if 

7 fact a patent-by-patent approach is imported into that part of 

8 the analysis ~ that that's sort of a step two to the analysis. 

9 I think that no matter what, the ANDA applicant who is the 

10 first filer gets their 180-day exclusivity period. Then the 

11 question becomes: Do you want to say that a later- in-time 

12 applicant can get a 180-day exclusivity period of their own? 

13 But V'Jhat the statute does not allow for is that the 

14 180-day exclusivity period can be split simultaneously and shared 

15 by multiple applicants. That is the point that Torpharm says is 

16 nowhere found in the statute. 

17 THE COURT; I was just wondering: When you mention the 

18 FDA's flip flops, is your current argument somev/hat of a flip 

19 flop for Torpharm? Hasn't Torpharm argued something differently 

20 in another case? 

21 MS. MAZZOCHI; That might be the case if we'd actually 

22 been prevailing on those cases, Your Honor. 

23 THE COURT: Go ahead. I didn't mean to prolong it on that 

24 point. 

25 MS. MAZZOCHI: Oh, no, that's fine. 



1 One thing that, with respect to FDA's flip flopping, FDA 

2 has in fact indicated that the first filer approach is one that 

3 is supported by the statute, 

i TO the extent FDA has engaged in these series of letter 
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5 rulings, the methodology that they are putting forth and the 

6 results that they are obtaining, that in and of itself, prior to 
1 their decision here, was never the subject of notice and coioment 

8 rule making. And we believe that it's because of that, because 

9 there is no set standard, that we're starting to lead to the 

10 arbitrary and capricious results that we're seeing here. 

11 Ultimately, Torpharm's position is that, under the first 

12 filer approach, this Court should enjoin any other ANDA approval 

13 that's going to encroach on Torpharm's unfettered exclusivity, 

14 And, you know, the result is going to be the same, irrespective 

15 of which approach, weather it's the cascading approach or the 

16 first filer approach. 

17 Now the question becomes: What happens if you were to 

18 accept FDA's approach? And for the reasons stated in our briefs, 

19 we obviously do not believe that FDA's approach here is the 

20 correct one, 

21 But we don't believe that even under FDA's current 

22 rulings, that FDA is allowed to give multiple exclusivity rights 

23 to multiple ANDA applicants, particularly Alphapharm here. The 

24 reason why is because of the specific nature of the ~ or the 

25 identity of the patent, which we discovered after we finally 



1 received the administrative record from FDA. 

2 And as we raised in our reply briefs, FDA is basing its 

3 decision to award a shared exclusivity to Alphapharm, based on 

4 Alphapharm' s alleged first filer status in connection with the 

5 '449 patent. And that's the only patent that FDA is using to, if 

6 vou will, invite Alphapharm to share in the exclusivity table. 
1 in our reply brief, we explain why the M49 patent is a 

8 fairly unique patent here in view of the additional patents that 

9 have been listed in the Orange Book, because the '449 patent — 

10 it's actually not a GSK patent. ^v. ^ ^ 

11 The '449 patent is a patent that relates to a method of 

12 using Paroxetine - I believe it's PMS - to alleviate symptoms. 

13 That patent was listed; Alphapharm managed to — or FDA asserts 

14 that Alphapharm certified to it. And FDA has taken the position 

15 that there are — there is an additional first filer who has 

16 certified to that patent- 

17 FDA has also taken the position that Alphapharm s 

18 activities with respect to the '449 patent can be used somehow to 

19 block Torpharm's ability to enjoy its 180-day exclusivity period. 

20 we have two problems with this. First, under the existing 

21 regulations, Torpharm did not have to certify to the '449 patent. 

22 The reason why is because this patent was late-listed after 3D 

23 days, after our ANDA was already on file. So as a result, under 

24 FDA's regulations, for the reasons I believe we explained in 

25 greater detail in our reply brief, we did not have to certify to 



1 the "449 patent. . 

2 Now, FDA'S entire shared exclusivity regime arose out of 

3 the concept that you are going to have ANDA applicants who are 

4 going to be going head to head, mutually blocking one another, 

5 such that no one would ever be able to get on the market absent 

6 some type of shared exclusivity. And I believe they first 

7 started this with the Cisplatin letter. 

8 The problem here is that Alphapharm is not blocking 

9 Torpharm's ability to enter the market because, even xf you 
wanted to interpret the statute the way that FDA is suggesting 



12 



13 



10 



Case 1:05-cv-02180-RWR Document 5-5 Filed 11/07/2005 Page 71 of 92 



H that it be read, by saying that Alphapharm, by being the first 

12 filer on the '449 patent, is able to gain some type o£ 

13 exclusivity rights, that can — you can only have the IBO-day 

14 blocking scenario if Alphapharm is keeping Torpharm from entering 

15 the market by virtue of the '449 patent. But since Torpharm 

16 hasn't certified to the '449, there is no mutual blocking 

17 scenario. 

18 Now, FDA is trying to take its ad hoc rulings one step 

19 further and saying, well, Torpharm, because you are blocked by 

20 Geneva on some other patents and Geneva is blocked by you on some 

21 other patents, we're going to let Alphapharm take advantage of 

22 the fact that Geneva -- and I believe they're referred to as 

23 Company X in FDA's brief ~ we're going to allow Alphapharm to 

24 take advantage of Geneva's ability to block you in order to block 

25 you; and now that you're blocked, you have to share with 



1 Alphapharm. 

2 We believe that this type of interpretation is starting to 

3 get so far afield and attenuated that this, too, amounts to 

4 arbitrary and capricious agency action. Making matters worse, 

5 the — to the extent Alphapharm was, in fact, a first filer in 

6 connection with the '449 patent, it was only on a narrow number 

7 of dosages, not even the full number of approved doses, 

8 It's not clear to us whether FDA is planning on giving 

9 Alphapharm full approval for all of the dosage ranges, which 

10 include 10, 20, 30, and 40 milligram doses, but here Alphapharm 

11 only has a first filer status on the 10, 20, and 30 milligram 

12 doses. The other company. Company Y, which we believe to be 

13 Zenith Pharmaceuticals, was apparently first on this 40 milligram 

lA tablet. . . ^ ^ 

15 So now we have the situation where Apotex is going to be 

16 required to share the entire Paroxetine market with Alphapharm 

17 when Alphapharm didn't even make it to the patent office first on 

18 all of the available doses; Alphapharm isn't even blocking 

19 Torpharm directly. And the FDA says well, but that's still okay 

20 because Alphapharm is blocking Geneva, Geneva is blocking you, s 

21 we're going to let you all share. 

22 Well, the problem that we have with that is — and again, 

23 this is based on — this is information that we didn't find^out 
until FDA's submission of the surreply brief and Alphapharm' s 



so 



24 



25 submission of their surreply brief. 



1 The problem with all of this is that if Geneva is the 

2 company who is being relied upon by FDA to try to block 

3 Torpharm ~ or, you know, by proxy, Alphapharm, via Geneva, is 
i. used to block Torpharm — based on the current administrative 

5 record, Geneva didn't actually perfect their notice of a 

6 paragraph IV certification for the '449 patent itself. 

7 And we submitted to the Court today, and I believe we have 

8 an additional copy for the Court if you would like it, explaining 

9 this in a bit more detail. And we would ask that the Court 

10 accept it because we do think that it helps to explain the 

11 nuances of this, but — , . <j ^. 

12 THE COURT: Well, on that point, let me just ask if there 

13 is any objection to accepting this — 

14 MS. MAZZOCHT: I'm sure there will be. 

15 THE COURT: — filing today, the motion for leave to file 

16 response to the surreply? 
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17 MR, STEARN: We would object, Your Honor. 1 got this 

18 motion literally as I walked into court today. And further. Your 

19 Honor, we really don't think — this is just going to keep this 

20 thing going because, you know, from our perspective. Your 

21 Honor — 

22 THE COURT: Let me invite you up to the microphone. 

23 MR. STEARN; Sure, Your Honor. 

24 From our perspective. Your Honor, we put forth the fact of 

25 which certifications were out there. This is a challenge to try 



1 to get underneath the certification itself and challenge it. And 

2 you know, they're going to say something about that. I Imagine 

3 there may be a response to that. 

4 The fact is that this is their motion and it's their 

5 burden; it's their burden to bring forth facts. They did not, in 

6 their citizen petition, bring forth — • base their challenge on 

7 this fact, just as they didn't in their initial papers. 

8 Now, if they want to continue ~ now, if the Court reaches 

9 that fact, then, you know, perhaps there could be additional 
.0 litigation about it. But there's no basis for accepting this in 

11 terms of a preliminary injunction motion. 

12 Further, Your Honor, we put forth in the record the fact 

13 there have been other first filers; we put forth the letters that 

14 were sent. Now, they've been redacted because it's contrary to 

15 FDA regulation to have the names put forth, but we've put forth 

16 the letters to those other first filers, showing that they've 

17 established first filer status on those other patents. 

IQ And really, what we're getting now is we're trying to get 

19 more digging into the underlying facts and there is just no basis 

20 for it at this 11th hour. 

21 THE COURT: I'll reserve ruling on the motion for leave to 

22 file, but you can continue. 

23 I'm sorry. You're vJelcome to — 

24 MR, RAUDICHECK: Your Honor, on behalf of Alphapharm, I 

25 would also like to oppose this — 



10 



1 THE COURT; All right, 

2 MR. RAUBICHECK; — not only because it's an 11th hour 

3 filing with which we were just served literally as we came in, 

4 but also because what it is going to invite is it's going to 

5 invite bringing a whole new party into this case and digging with 

6 respect to facts that aren't even in the administrative record of 

7 this case, because this issue wasn't raised by any party until 

8 this afternoon. 

9 FDA would be required to go back, if Your Honor wanted 

10 more delving into this, find out what the administrative record 

11 contains with respect to a whole separate ANDA, which is 

12 Geneva's, and they're not even a party to this action. 

13 It seems to me we ought to focus on the facts here. 

14 That's Alphapharm' 3 position. 

15 THE COURT: Thank you. 

16 MS. MAZZOCHI: And, Your Honor, if I may respond. 

17 Part of the reason why we've been somewhat hampered in 

18 this is because FDA does in fact keep all of the notice letters 

19 confidential. They did not identify the companies who were 

20 involved in this and we've been getting the record in dribs and 

21 drabs. And as soon as we identified this as ~ as soon as we 

22 were able to identify that Geneva was in fact the company that 
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23 was at issue with respect to the '449 patent, which we only found 

24 out in FDA's surreply brief, we immediately brought this to the 

25 attention of the Court. 



1 And if I may, I'd like to explain in a bit more detail, 

2 first, as to why the present administrative record, as it 

3 currently stands, does in fact indicate that the '44 9 patent 
i certification by Geneva is, in fact, not a paragraph IV 

5 certification that is proper. And I think that's critical 

6 because — 

7 THE COURT: Well, forgive me for interrupting. Do you 

8 want to do that in support of this current motion for leave to 

9 file or do you want to do that in support of the previous motions 

10 filed? 

11 MS. MAZZOCHI: Personally, Your Honor, I think that they 

12 both are essentially one and the same because — 

13 THE COURT: Because I'm going to reserve ruling on this 

14 motion filed today, 

15 MS. MAZZOCHI: Right. 

16 THE COURT: So ~ 

17 MS. MAZZOCHI: That I understand. 

XB THE COURT: So your clock is still running. But go ahead. 

19 MS. MAZZOCHI: That's fine. 

20 The whole basis — the whole rationale by FDA as to why 

21 they think they're entitled to award Alphapharm with final 

22 approval potentially tomorrow is because they said that 

23 Alphapharm is, in fact, one of the four companies that's allowed 

24 to engage in shared exclusivity status. 

25 However, if in fact Alphapharm is not a first filer who 



1 has blocked somebody else — i.e., Geneva — then Alphapharm 

2 should not be awarded any shared exclusivity at all. 

3 And if I may, Your Honor, I've prepared a couple of 

4 demonstrative exhibits just to explain v/hy this is in fact the 

5 case. And if I may, I'd like to provide the Court with a copy. 

6 The first illustration that I've provided you sort of goes 

7 through what FDA considers to be its mutual blocking scenario. 

8 And in particular, I would like to focus on the '449 patent. 

9 Now, when FDA applies its shared exclusivity regime, what 

10 FDA does is it says: Who are all of the first filers? The next 

11 question that it asks is: Are these first filers blocking any 

12 other first filers? If they are, then FDA invites them into the 

13 fold and says, you know, we'll determine whether or not you can 

14 all share. ^ -j i 

15 Here the only patent that Alphapharm has any first filer 

16 status for is the '449 patent. And FDA has taken the position 

17 that the 10, 20, and 30 milligram certification by Alphapharm is 

18 blocking Geneva; i.e., Con¥>any X, With respect to the 40 

19 milligram dosage, Zenith is blocking Alphapharm. 

20 If we go to the next page, then we get to what we consider 

21 to be the blocking scenario, based on what facts are available in 

22 the administrative record. We believe that the administrative 

23 record does not support a showing that Geneva did, in fact, 

24 submit an appropriate paragraph IV certification with respect to 

25 the '449 patent. 
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1 The reason why can be found both at administrative record 

2 tab 23 as well as in Alphapharra's surreply; I believe it's 

3 Mr. Raubicheck's Exhibit A, attached to his declaration. 

4 Exhibit A attached to his declaration indicates that 

5 Geneva believed that GSK was the owner of the '449 patent. 

6 That's not the case. The '449 patent is not owned by Glaxo and, 

7 under the statute, in order for notice of a paragraph IV 

8 certification to be effective — and this is found at 21 U.S.C. 

9 355(j) (2) (B) (i) (I) — the applicant is required to give "each 

10 owner of the patent which is the subject of the certification or 

11 the representative of such owner designated to receive such 

12 notice" proof that they have submitted — or notice that they 

13 have submitted a paragraph IV certification. 

14 And the reason why this is important is because if, in 

15 particular, validity issues are going to be involved in any 

16 patent challenge, you want to — and someone is, you know, going 

17 to, in theory, obtain a benefit by sticking their neck out to go 

18 litigate, you want to make sure that the patent owner has been 

19 provided with notice so that they can potentially come into the 

20 fold. ^ ^ ^ 

21 Here, according to the notice letter that is attached to 

22 Mr. Raubicheck's declaration, Geneva only sent their paragraph IV 

23 notice to SmithKline. Tab 23 of the administrative record is a 

24 submission of the '449 patent to FDA. In that submission, it is 

25 the named inventor of the '449 patent, and I believe his name is 



1 Dr, Norden, and his agent is also — his agent or representative 

2 is also identified, and I believe his name is Jeffrey Oster. 

3 Neither of these people are affiliated or associated with 

4 GlaxoSmithKline. 

5 So the fact that Geneva may have sent some notice to 

6 SmithKline is not capable of creating a true paragraph IV 

7 certification that is proper and perfected under the statute. 

8 And the significance of this, of course, is clear because 

9 if — well, hopefully I can make it clear ~ because if Geneva 

10 has not, in fact, certified for the '449 patent, Alphapharm 

11 cannot block Geneva. 

12 And Geneva was not even required to submit a paragraph IV 

13 certification for the *449 patent for the same reason that 

14 Torpharm was not required to submit a paragraph IV certification; 

15 namely, because that patent was late-listed. 

16 So Geneva wasn't required to submit a paragraph IV 

17 certification for the '449 patent. To the extent they may have 

18 attempted it, it may not even be effective. Based on the 

19 administrative record, it appears to be wholly defective. 

20 So if Geneva is out of the picture, then we get to the 

21 blocking scenario that's present on the record, as we graphically 

22 depict it here, which is that there is no first filer on the '449 

23 patent who is blocking anyone on the 10, 20, 30 milligram dosage 

24 forms. 

25 To the extent that Zenith has prepared a 40 milligram 



1 first — or has obtained a 40 milligram first filer status, the 

2 only person that they could be blocking would be Alphapharm, but 

3 Alphapharm is no longer part of the equation because Alphapharm 

4 doesn't have the true first filer status. 
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5 So what that ultimately means is that Alphapharm really 

6 does not have a seat at the table. Alphapharm should not have 

7 been entitled to any shared exclusivity in the first instance. 

8 And in terms of, you know, which party is in the best 

9 position to determine this, in theory, this should have been FDA. 

10 As to whether FDA actually did go back to ~ or when it 

11 even awarded its shared exclusivity, whether FDA actually 

12 confirmed that Geneva did in fact submit a true and proper 

13 paragraph IV certification for the '449 patent, it appears that 

14 the agency did not, in fact, consider it. Or if there was a 

15 proper certification, evidence of that is not provided here in 

16 the administrative record, 

17 And if I can just direct your attention to the next 

18 illustration that we provided you with, the only reason v/hy FDA 

19 says that Alphapharm is entitled to shared exclusivity, despite 

20 the fact Alphapharm cannot block Torpharm, is because Alphapharm 

21 on the '449 patent was blocking Geneva, who in turn was blocking 

22 Torpharm. 

23 If you take that arrow of the M49 patent out of the 

24 equation, Alphapharm does not mutually block anybody. And the 

25 entire purpose of the shared exclusivity regime, according to 



1 FDA, was to ensure that people who were mutually blocking each 

2 other, by sharing exclusivities, would no longer be mutually 

3 blocking each other. Here, if Alphapharm is not mutually 

4 blocking any of the other first filers, there's no reason for 

5 Alphapharm to share in any ISO-day exclusivity period. 

6 So — I believe I'm getting close in my time, so if I may 

7 conclude, even if we wanted to accept the most far out 

8 permutation of FDA's view as to why shared exclusivity directly 

9 or indirectly applies to devalue Torpharm' 3 180-day exclusivity 
iO period here, the facts are simply not present on this record to 

11 permit final approval of Alphapharm' s ANDA and certainly not for 

12 all of the approved doses. 

13 And, Your Honor, I know that several of these arguments do 

14 involve some new permutations of the facts and for that I do 

15 apologize. Again, we are somewhat hampered by our own ability to 

16 gain access to the full administrative record before the FDA. 
11 But ultimately, we believe that the law — the first 

applicant approach is the proper one. To the extent there is to 
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19 be any sort of equitable considerations or a patent-by-patent 

20 approach with respect to later-listed patents, we believe that 

21 the cascading approach is the only one that remains true to the 

22 spirit of Hatch-Waxman by actually providing the required 

23 incentive to go out and litigate and challenge later patents. 
And with respect to the shared exclusivity regime that FDA 
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25 has proposed, we believe that it is not supported by the statute, 



23 



24 



1 but even if it is to be followed, on the facts here, Alphapharm 

2 still is not entitled to any shared exclusivity and final 

3 approval of its ANDA should be postponed until on or about 

4 March 6th, 2004. 

6 Thank you. 

6 THE COURT: All right. Thank you. 

7 Mr. Stearn, do you want to go first? 

8 MR. STEARN: Yes, Your Honor. Thank you, Your Honor. 

9 Your Honor, the facts on this record right now are that 
10 Torpharm filed first paragraph IV certifications with regard to 
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11 certain patents and that others filed -- including Alphapharm — 

12 filed paragraph IV certifications as to other patents. 

13 In our surreply brief, we put forward who v;ere the first 
filers. It's not part of the administrative record because the 



14 iiiss*-. *- ~ r- -" — - 

15 applications by law of other applicants are not disclosed and 

16 it's not — and furthermore, in the citizen petition process, 
n this is not something that — anything that was raised by 

18 Torpharm. 

19 In fact, a lot of these arguments I'm hearing for the 

20 first time today. And it's entirely a new argument to say 

21 that — to start challenging the paragraph IV certifications. 

22 With regard to the law, the statute and the regulations, 

23 Your Honor, the statute, which we keep hearing is obvious, is not 

24 really made much reference to by Torpharm. What the statute 

25 actually says — it actually regards when FDA approves. 
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1 It does not grant this exclusivity right, which is 

2 indivisible; rather, where there is a certification and there's a 

3 previous certification regarding that patent, blocking applies. 

4 Over and over again, the statute refers to these 

5 certifications as patent-specific. Specifically, the 

6 certifications are "to each patent" under 355 (j) (2) (A) Ivii). The 
1 certifications must state that, quote, "such patent," unquote, is 

8 not infringed. Further, the exclusivity trigger is by a decision 

9 on, quote, "the patent which is the subject of the 

10 certification." 

11 All right. So by the actual words of the statute, the 

12 actual word of the statute require a patent-by-a-patent approach. 

13 Further, the regulation, which is even more direct, states 

14 that where the application has a certification and there's a 

15 previously submitted application containing a certification, 

16 quote, "to the same patent," blocking applies. 

n Furthermore, the regulations actually define who is the 

18 first applicant by saying, quote, "the applicant submitting the 

19 first application," unquote, is the one that submits an 

20 application and where that application contains a certification 

21 to the specific patent at issue. 

22 THE COURT: Well, that assumes that the regulation 

23 accurately and properly or permissibly interprets the statute, so 

24 go back to the statute. ^ .. ^ 

25 MR, STEARN; I would be happy to go back to the statute, 
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1 Your Honor. 

2 And in that statute, if I may, the statute states if the 

3 application contains a certification described in subclause (IV) 

4 of paragraph (2) (A) (vii)" — and that's the case here for 

5 Torpharm' s application as well as the other applicants, and it s 

6 for a drug — 

7 THE COURT: The application referred to m the language 
e you had started to read from does not refer to Torpharm' s 

9 application; it refers to subsequent applications, 

10 MR, STEARN: Right. Well, Your Honor, when it says the — 

11 it says — it roust be for a drug for which a previous application 

12 has been submitted — 

13 THE COURT: That's Torpharm. 

14 MR. STEARN: — under this subsection containing such a 

15 certification. . ^ , ^ . 

16 Torpharm' s application contained such a certification at 
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17 the time that they amended these paragraph IV certifications, 
ig THE COURT: Well, where does the statute say at the time 

19 it amended the paragraph IV certifications? 

20 tylR. STEARN: Well, what the statute says is — the statute 

21 says where there is an application containing such a 

22 certification, the application contain such a certification at 

23 the time that the certification is filed. 

24 THE COURT: Right. 

25 MR. STEARN: Is that clear? I just want to make sure I'm 
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1 making myself clear. 

2 THE COURT: Weil, that sounds like a different time 

3 reference from what you said a moment ago. I thought you were 

4 referring to a time in which Torpharm had filed amended paragraph 

5 IVs after Glaxo had submitted these eight or nine additional 

6 patents, j ^ ..v, 

7 MR. STEARN; Well, yes, Your Honor. With regard to those 

8 patent certifications, FDA's interpretation as well as the 

9 \vording of the statute says that the statute is — is that if the 

10 application contains a certification, okay — which it does here; 

11 it's a certification; and it does for Torpharm — and it s for a 

12 drug for which a previous application has been submitted 

13 containing such a certification. „, > 
1^ so the other applications — for instance, Company X s, as 
15 we call it — was a previous application containing that 

IS certification, because Torpharm' s application only became such an 

n application at the time that they amended this ~ these - 
13 THE COURT: "They" who? 

19 MR. STEARN: Torpharm' 5 application only became an 

20 application containing such a certification -- that is, these 

21 late-listed patents — at the time that they amended their 

22 paragraph IV certification. 

23 THE COURT: Well, that's true, but where does this 

24 language of the statute narrow us to a time at which Torpharm has 

25 filed an amended ANDA to include certifications concerning the 



1 late-listed patents? 

2 MR. STEARN: Well, Your Honor, when — it does so 

3 because -- first of all, it requires — it requires an 

4 approach — every time that there's a certification, it requires 

5 the FDA to look at it because, as I said, it's patent-specific. 

6 So every certification must be looked at anew. And when 

7 there's an amendment — that is, when there's a new paragraph IV 
a certification that's made — until they make that paragraph IV 

9 certification, Torpharm' s application is not an application 

10 containing that certification. 

11 IS that — am I making myself clear? 

12 THE COURT; 1 can't say I followed that one. 

13 MR. STEARN: Okay. Your Honor, the point of all those — 

14 that language that I've gone through over -- about all the 

15 "patent-specific" is this: It attaches to the patent itself. 

16 That is, the Court must consider each patent as it comes and each 

17 patent and whether or not there's been a previous certification 

18 to that patent. , 

19 And, Your Honor, to the extent that this is unclear and to 

20 the extent that it's ambiguous, the agency's interpretation must 

21 govern. 

22 Now, Torpharm admits — 
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23 THE COURT: Okay. But before you get there, show me where 

24 the statutory language makes clear some discussion about having 

25 to look at patent certifications that are made for later-filed 
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1 patents. 

2 MR. STEARN: Okay. Well, Your Honor, I'd take exactly 

3 \<hat it says in the statute itself. First, it says "if the 

4 application contains a certification," There's no time 

5 limitation on that. There's no ~ it doesn't say "once this" — 

6 you know, the first certification. "When it contains a 

7 certification, describe." 

8 And the "describe" — and what the reference is is to each 

9 patent. So — thus it requires the FDA to look at those amended 

10 certifications first, in the first instance, to determine whether 

11 there's — . . „ 

12 THE COURT: Vou keep saying "amended certifications. 

13 MR. STEARN; Well, I should say ~ I shouldn't say 

14 "amended certifications," Your Honor. I should say "a new_ 

15 certification — a new paragraph IV certification," which is a 

16 change in their application. 

17 THE COURT: Well, the statute, at the point from which you 

18 
19 

20 MR. STEARN: Right. 

21 THE COURT: That application has to do with any ANDAs that 



are beginning to read from it, says: "If the application 
contains a certification and is for a drug" — and it goes on. 



22 come after someone else has filed an ANDA, correct? 

23 MR. STEARN: Well, Your Honor, it says -- I'vn not sure I 

24 follow your question. Let me make sure I understand your 

25 question. 
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1 THE COURT: To complete the language, it says: "If the 

2 application — if the application contains a certification and is 

3 for a drug for which a previous application has been submitted 

4 under this section containing such a certification" 

5 MR, STEARN: Right. 

6 THE COURT: Now, that clause contains two different 

7 references to the word "application." 

8 MR, STEARN: Right. 

9 THE COURT: The first reference — the second reference to 

10 the word application is modified by "previous." 

11 MR. STEARN: Right. 

12 THE COURT: The second reference to application — namely, 

13 "previous application" ~ must necessarily refer to one that had 

14 been filed earlier than the application referred to in the 

15 beginning of that quote, correct? 

16 MR. STEARN: Well, Your Honor, first, I'd say that 

17 "application" is also modified by the clause "containing such a 

18 certification." 

ig THE COURT; Assume that the previous application has a 

20 certification under paragraph IV for a patent. 

21 MR. STEARN: Right. 

22 THE COURT: The beginning of that clause, then, would be: 

23 "If the application," meaning a subsequent application, "contains 

24 a certification under paragraph IV for the patent," 

25 MR. STEARN: Right. That's correct. 
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1 THE COURT; Okay. 

2 MR. STEARN; And, Your Honor, we submit that that is the 

3 case with Torpharm's — with certain of Torpharm's 

4 certifications. 

5 THE COURT: Well, take the very first ANDA that it filed. 

6 MR. STEARN: Yes. 

7 THE COURT: It had a certification in that first — in the 

8 ANDA that it filed — 

9 MR. STEARN: Yes. 

Xo THE COURT: — back in March of '98 — 

11 MR. STEARN: Yes. 

12 THE COURT: — for the '723 patent. 

13 MR, STEARN: Yes. And by doing so, they had blocking 

14 rights — or I should say there was a block of other applicants; 

15 but similarly, other applicants that filed the first paragraph IV 

16 certifications to other patents had the ability — and that's 

17 what we call Company X and Company Y — FDA was required to block 

18 Torpharm's application as well. 

19 THE COURT: Well, let's try to find where in the statute 

20 that result is required. And let's look at it in terms of the 

21 facts. 

22 Torpharm files its ANDA with a paragraph IV 

23 certification — 

24 MR. STEARN: Yes. 

25 THE COURT: — for patent '723. 



1 MR. STEARN: Correct. 

2 THE COURT; We won't name them, but other companies — 

3 Alphapharm and some other companies ~ file ANDAs for Paroxetine 

4 afterv;ards. 

5 MR. STEARN; Yes. 

6 THE COURT; Right? 

7 MR. STEARN; Correct. 

e THE COURT: Do those ANDAs that the other companies filed 

9 contain paragraph IV certifications about the '723 patent? 

10 MR. STEARN: Yes. 

11 THE COURT: All right. Of what significance is that? 

12 MR. STEARN: Well, the significance of that first part 

13 under our approach. Your Honor, is that for ~ is that other 

14 applicants can be blocked — or I should say the agency blocks 

15 the applications — approval of these other applications that 
15 have been filed, okay. . 

n But what this case — and I don't think anybody is saying 

18 anything different about the '723 patent. 

19 What this case is about at this point. Your Honor, I think 

20 is these other patents. And with these other patents — that is, 

21 Company X files an application? that's an application; and with 

22 regard to that, the application of the statute -- the 

23 certifications are patent-specific — those applications 

24 there's previously filed applications containing the 

25 certification before Torpharm. That is, with regard to the other 
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1 patents that are at issue here, the '132 patent and so on. 

2 In other words, there are previous applications containing 

3 that certification that have been filed. 

4 Is that clear? At least our point, is that point clear? 
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5 THE COURT: Go ahead. 

6 MR, STEARN! Your Honor, further, let me go on to the next 

7 point, which is that, to the extent it's anibiguous, the extent — 

8 whether or not this filing is an ambiguous term, then the Court 

9 must defer to FDA's interpretation and its regulation and — 

10 THE COURT: What if it's not? 

11 MR. STEARN: Well, Your Honor, if it's not ambiguous, the 

12 question is — the Court must apply it? 

13 There's some restrictions in terms of the applications 

14 straightforwardly. For instance, if it produces an absurd 

15 result, which — or it's out ~ the Court must consider other 

16 provisions of the statute in terms of whether or not those — 

17 that makes sense in terms of the statute. 

18 But yes, that's the first step, to look at the statute. 

19 We submit, Your Honor, that the interpretation that most closely 

20 folloivs is the one that is patent-specific that covers the 

21 patents. 

22 THE COURT: Torpharm has argued that the language is 

23 unambiguous and that it requires a first filer drug-specific 

24 approach. What is the result ~ what is the absurd result that 

25 flows from that argument? 



1 MR. STEARN: Well, Your Honor, I don't — that's not — I 

2 wouldn't ~ I would say that the problem that we have — we have 

3 multiple problems with that, but first is that by doing so, we 

4 v/ould say that it's not an unambiguous — that's not an 

5 unambiguous reading of the statute; in other words, that the 

6 statute does not call for that because the statute repeatedly 

7 refers to certifications as being specific. It says there's — 

8 it requires, wherever there is "a certification." 

9 And just as this Court applied "a court," whether it's a 

10 District Court or an appellate court, "a certification" applies 

11 wherever there is a certification. So we don't think that that 

12 closely follows the statutory language. 

13 We also would submit that it doesn't follow the overall 

14 structure of Hatch-Waxman. And we put forward arguments about 

15 that in our briefs, Your Honor, in that it does deprive 

15 incentives of other applicants to file and challenge those 

17 late-listed patents, in the sense that by limiting it to one 

18 first applicant, it takes away an incentive to challenge those 

19 late-listed patents, which we think is inconsistent with 

20 Hatch-Waxman. 

21 I would add with regard to the ambiguity of the statute, 

22 Your Honor, this District Court, in Dr. Reddy's opinion, page 27, 

23 did call this provision ambiguous. If I could quote from page 

24 27, it says; "But considering section 355(j) as a whole, the 

25 phrase, quote, 'a drug for which a previous application has been 
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1 submitted containing such certification,' unquote, is ambiguous." 

2 That's the precedent I would submit to this Court. 

3 Further — 

4 THE COURT; Is it binding? 

5 MR. STEARN; — Your Honor, on page 28 — 

6 THE COURT: Is it binding? 

7 MR. STEARN: I think it's one of the exhibits to our — 

8 THE COURT: Is that precedent binding on me? 

9 MR. STEARN: Well, Your Honor, I believe that it is in the 
10 sense that this is a question ~ I mean, in terms of considering 



Case 1:05-cv-02180-RWR Document 5-5 Filed 11/07/2005 Page 81 of 92 



11 whether or not there's a — the issue in that case was whether 

12 the ANOA contained a paragraph IV certification on a patent at 

13 the time of FDA's exclusivity decision. So it was in terms of 

14 the timing of the exclusivity decision. So it was trying to 

15 determine this issue about — that Your Honor is asking me about, 

16 And further, on page 28 of that same decision, it says 

17 quote "when certifications are added post-submission, comma, the 

18 ANOA v;as not, quote, 'submitted containing,' unquote, them." 

19 So in other words, the — Dr. Reddy's decision on page 28 

20 talks about the filing time of these certifications as — filing 

21 times with regard to the exclusivity determination as being the 

22 time of the filing of the paragraph IV certifications. 

23 Very briefly, Xour Honor — I think I'm about out of 

24 time -- but I would just add, very briefly, with regard to 

25 deference, first, FDA did, in fact — and v/e believe that at some 



1 point this Court must address this question because we believe 

2 that at some point, step 2 Chevron comes into account. 

3 But FDA issued a regulation on this point. On this issue, 

4 the regulation is patent specific, and further, it says FDA's 

5 interpretation of its own regulation is entitled to substantial 

6 deference under Auer and Bristol-Myers. Torpharm has never 

7 responded to that argument. 

8 Furthermore, case law, such as American Express versus 

9 United States — 

10 THE COURT ElEPORTER: I'm sorry. Please slow down. 

11 MR. STEARN: Further, there's case law, including American 

12 Express versus the United States, 262 F.3d 1376; the Barnhart 

13 case, vfhich is cited in our brief, makes clear that this 

14 continues despite Christensen. 

15 Secondly, Mead, contrary to what Torpharm has cited, does 

16 not stand for the proposition that there must be rule making, in 

17 fact, to take out deference. It says: "Delegation of such 

18 authority may be shown in a variety of ways, such as by an 

19 agency's power to engage in adjudication," et cetera. 

20 And FDA makes approval decisions in this case. The 

21 standard — there's a standard under Federal Election Commission 

22 versus NRA, 254 F.3d 173, which is applicable in this circuit, 

23 which says: "Where its actions are taken pursuant to a detailed 

24 statutory procedure, fulfilling its statutory responsibilities 

25 has the force of law. The agency is entitled to deference." 
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1 And finally, we believe the agency is entitled to Skidmore 

2 deference. 

3 With that. Your Honor, I think my time is up, but I'm 

4 happy to respond to any questions the Court has. 

5 THE COURT: All right. Thank you. 

6 Mr. Raubicheck. 

7 MR. RAUBICHECK; Thank you, Your Honor, 

8 I'm going to try to focus on as many new points and not 

9 repeat what other counsel have said, with the sole exception of 

10 first addressing Your Honor's concern about the statutory 

11 language. 

12 If you focus on the statute that Your Honor was looking 

13 at, 21 O.S.C. section 355 ( j ) (5) (S) (iv) , that is the 180-day 

14 exclusivity provision in the statute. As Your Honor was pointing 

15 out, the statute says: "If the application contains a 

16 certification described in" — and they refer to the 
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17 certification section of the statute ~ "and is for a drug for 

18 which a previous application has been submitted under this 

19 section containing such a certification." 

20 Just looking at those words, in Your Honor's example, 

21 Torpharm, as the first ANDA applicant for Paroxetine, filed its 

22 ANDA with a paragraph IV certification on the '723 patent. At 

23 that point in time, Torpharm was first to file with respect to 

24 the '723 patent. ^ = i,i=.k« 

25 THE COURT: And with respect to Paroxetine tablets. 



1 MR. RAUBICHECK: And with respect to Paroxetine tablets. 

2 THE COURT; Generic Paroxetine. 

3 MR. RAUBICHECK: Generic Paroxetine. Correct. Correct. 

4 But fortunately or unfortunately, this world of 

5 certifications against listed Orange Book patents isn't static. 

6 That particular event, the first filer's certification against 

7 the first listed Orange Book patent — 

8 THE COURT: The only listed Orange Book patent. 

9 MR. RAUBICHECK: At the time. At the time. 
10 THE COURT: Veah. 

^l MR. RAUBICHECK: Unfortunately, that situation is not 

12 static. It changes over the course of time. In this particular 

13 situation, SmithKline Beecham was able, subsequent to the Usting 
U of the '732 patent, to obtain eight additional patents from the 

15 US Patent and Trademark office over a two-year span. And what 

16 FDA — what the statute requires — now let's flip back to the 

17 reference^ __^^ ^^^ application contains a certification described 

19 in subclause (IV) of paragraph ( j) (2) (A) (vit) " ~ let's turn to 

20 21 S?C section 355 (j) (2) (A) (vii); it says that "each ANDA must 

21 contain a certification, in the opinion of the applicant and to 

22 the best of his knowledge, with respect to each patent which 

23 claims the listed drug or claims the use for which the applicant 
2, is seeking approval, that such patent is invalid or will not be 
25 infringed." 
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1 THE COURT: And which patents claimed the Paroxetine drug 

2 when Torpharm filed its answer? 

3 MR. RAUBICHECK: Just the '723. But thereafter — and 

4 this has happened frequently over the course of Hatch-Waxtnan s 

5 history — brand name companies, in order to prolong their 

6 monopolies, keep getting new patents, ^^at's part of the game. 

7 They've wanted more 30-month stays. Congress :ust recently 
stepped in to stop that and said you only get ~ now you only get 



8 



9 one 30-month stay. k„^=.-,»^ 

10 But we're operating here under the former rules because 

11 that's not retroactive. ,,.... 

12 SmithKline went ahead and got eight additional patents. 

13 And the world wasn't static then either because you had 

14 subsequent ANDA applicants like Alphapharm, like Geneva, like 

15 zenith that come along. And as they file their ANDAs, they had 

16 to certify against whatever patents were in the Orange Book as of 

17 the time the? filed their subsequent paragraph IV applications. 

18 THE COURT: Although isn't, really, Hatch-Waxman_ intended 

19 to try to get these generic manufacturers to move as quickly as 

20 they •=^[Jj^^°j^JJgjJj^gcK: Absolutely. But the statute slows them 
22 down by "each patent" language- The statute basically says, 
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23 okay, if the patent owner gets another patent later on and your 

24 application is still pending at FDA, because it usually takes 

25 about two years to get ANDA approval, then the statute says you 
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1 have to go back and amend your ANDA to certify against any newly 

2 issued patent coming out of the PTO that is given to the FDA by 

3 the brand that goes in the Orange Book. 

4 THE COURT: But where in the statute does it say that 

5 that, therefore, eliminates the first filer's status as a first 

6 filer? 

7 MR. RAUBICHECK: I'll tell you where it says that. If you 

8 go back to the exclusivity language that we were talking about in 

9 section 355 (j ) (5) (B) (iv) : "If the application contains a 

10 certification described in paragraph IV and is for a drug for 

11 which a previous application has been submitted under this 

12 section containing such a certification." 

13 When Torpharm filed, they were the previous application 

14 containing such a certification with respect to the patent that 

15 was listed at the time, which was the '723 patent. Later on, 

16 however, as the '449 patent and these other patents started 

n getting listed in the Orange Book, and as other applicants came 

18 to file, it came to pass that Torpharm wasn't as quick on the 

19 trigger as they could have been. In other words, they didn't 

20 amend when those new patents got into the Orange Book right away. 

21 For some inexplicable reason, they waited and these other 

22 applicants got in there with their paragraph IV certifications 

23 against these nevjly listed patents, 

24 So that — let's just take the ~ another — patent X, for 

25 example. 
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1 THE COURT: But those companies, v;hen they filed their 

2 ANDAs, for them to be complete ANDA's worthy of consideration — 

3 MR. RAUBICHECK: Right. 

4 THE COURT: — they had to contain paragraph IV 

5 certifications about the '723 patent. 

6 MR. RAUBICHECK; Correct, But also against all the 

7 others. 

8 THE COURT: And that eliminates the fact that Torpharm had 

9 filed before everybody else on the '723 patent? 

10 MR. RAUBICHECK: No, it didn't eliminate that fact. 

11 That's the whole purpose ~ that's the whole hangup FDA has had 

12 with these mutually blocking exclusivities. 

13 Because let's take patent — let's take a hypothetical 

14 patent '123. My client Alphapharm comes along and, 

15 hypothetically, let's say, we're the second filer. We file our 

16 ANDA after Torpharm. We're second on the '723 patent, but when 

17 we file our ANDA, we see that there's the '123 patent in there as 

18 well as the '723, so vie have to certify against both. 

19 Torpharm could have certified against the '123 because it 

20 was in the Orange Book for a while, but for some reason, they 

21 didn't. They didn't amend, as the statute requires them to 

22 certify against each patent. And so on the '123 patent — 

23 THE COURT: Well, they didn't do it then, 

24 MR. RAUBICHECK: — Alphapharm became — 

25 I'm sorry, Your Honor. 
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1 THE COURT: They didn't do it then. 

2 MR. RAUBICHECK: Correct. Or before then. Or before 

3 then. 

i Under ray example, Alphapharin' s '123 application becomes 

5 the previous application with a certification on the '123 patent. 

6 And when Torpharm gets around to amending and filing, then 

7 Torpharm is the subsequent application as to that patent. That's 
B the way the system works. That's the way FDA has been 

9 interpreting it for ten years. 

10 This patent-by-patent exclusivity regulation which spells 

11 this out was part of the final ANDA regulations promulgated in 

12 199-5 and industry and FDA have been operating under this for some 

13 time. 

li THE COURTi Well, you're right. Did — 

15 MR. RAUBICHECKs And nobody until this case ~ because 

16 let's be clear what Torpharm really wants here. They're 

17 basically saying, we're making 265 million dollars off our 

18 180-day exclusivity, according to their own papers. We want it 

19 all. We think we should have it all, even though we weren't 

20 first to file on at least four or five subsequently listed 

21 patents in the Orange Book. And these other guys should get 

22 nothing. , ^, , 

23 And what they're really fighting for is to be the sole 

24 generic applicant into the marketplace for the full 180 days. 

25 But according to the record, since September 8th, when they went 



1 on the market, they've made 170 million dollars off this drug in 

2 sales. .. ^u * 

3 But — so what they're trying to do is not only get tnat 

4 extra 50 million bucks, but they're trying to take down with them 

5 the whole patent-by-patent exclusivity regulation and scheme that 

6 FDA set up ten years ago and they're trying to vitiate the whole 

7 shared exclusivity principle that FDA derived from that scheme 

8 when you have situations — and this is the fourth one that's 

9 occurred in the last three or so years — they're trying to tear 

10 that whole thing down just so they can get the extra 50 million 

11 bucks. j^. , 

12 And we — you know, basically, it's our position, as is 

13 the FDA's, that the patent-by-patent scheme is inherent in the 

14 statutory language of "each patent" -- and the patent in the two 

15 sections we've been talking about, 

16 And if the first filer isn't the first to file on all, as 

17 a matter of point in time, then that first filer becomes a 

18 subsequent filer on subsequently issued patents on which it slept 

19 on its opportunity, because these — the brand company puts these 

20 into FDA; they go into the Orange Book as soon as they come out 

21 of the PTO. , ^ ^ r.„^, 

22 If Torpharm had wanted to be first, they knew what FDA s 

23 interpretation was. As a matter of fact, and I'll point this out 

24 because Your Honor mentioned it in the gabapentin litigation 

25 that's in the D.C. circuit, in which one of my clients is 



1 litigating against the same Torpharm. 

2 THE COURT: What case did you cite? 

3 MR, RAUBICHECK; It involves the drug gabapentin and the 

4 name of the case is Purepac and Torpharm versus ~ Purepac and 
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5 Torpharm versus FDA. They're consolidated actions. 

6 In that case, Torpharm is taking the position we want a 

7 share of exclusivity. That case was argued — I argued that case 

8 in this very building at the end of November and we're waiting 

9 for a decision. It doesn't involve the validity of the shared 

10 exclusivity principle, but that's what they're after in that case 

11 because in that case, they say we're first to file on one patent; 

12 these other guys are first to file on another. We should get a 

13 share of the eKolusivity. 

14 Now they're here before this Court and saying we should 

15 get it all because of this interpretation of the statute that 

16 seeks to supplant what FDA has already decided. If you go to the 

17 July 30th decision, where FDR takes eight to nine pages to spell 

18 out for each of the applicants what the shared exclusivity 

19 principle is in the mutually blocking context, which it did in 

20 the Omeprazol situation a couple years ago, which it did in the 

21 Cisplatin situation back in 1999, basically, FDA said the way the 

22 statute reads, we have two choices: We can either do the 

23 one-first-applicant approach that Torpharm advocates or we could 

24 adopt a shared exclusivity approach, whereby we will award each 

25 first filer when there are multiple patents that are listed and 



1 different first filers. 

2 And FDA made the choice that it would be more consistent 

3 with the language of these statutes that are before you to adopt 
i a shared exclusivity approach. And as I'm sure Your Honor is 

5 well aware, the Federal Courts will not disturb a rational choice 

6 of an administrative agency if that choice is made under a 

7 permissible construction of the statute. 

8 You know, it's like going back to the old — one of the 

9 early FDA cases, actually, that was ever decided back in 1943 by 

10 the U.S. Supreme Court. The industry wanted it one way; FDA 

11 interpreted this particular statutory provision another way. The 

12 Quaker Oats case; it's cited in our brief. 

13 The high court said look, the company might be right. 

14 Their interpretation might be reasonable under the statute. But 

15 that's not the issue, The issue is whether the agency made a 

16 permissible choice. And if so, the agency must be sustained. 

17 This cascading approach that has been advanced. Your 

18 Honor — it's a red herring. FDA never even considered it. It's 

19 not in the administrative record. This is something — you want 

20 to talk about invention, Torpharm made it up in their brief. It 

21 doesn't deserve any consideration. 

22 The question is: Is the FDA's interpretation rational? 

23 THK COURT: Well, that's the second question. 

24 MR. RAUBICHECK: What's the first? 

25 THE COURT; What should it be under Chevron? 



1 MR. RAUBICHECK: Well, under Chevron, yes. What should it 

2 about under Chevron? 

3 If the Court thinks that the statute is so clear that a 

4 one-first-all-applicant approach is the only v-jay to read the 

5 statute, obviously, that's a matter of statutory construction for 

6 the Court. 

7 If, however, the Court believes that the statute is silent 

8 or ambiguous on this point, then Chevron 2 comes into play, the 

9 Mead case comes into play, the Barnhart case comes into play and 
10 you must look at whether it's a permissible construction. 
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H Now, one thing that I need to add, and I realize I'm 

12 running out of time, but I should still address. Your Honor ha3 

13 a motion. The motion effectively was argued by counsel so, it 

14 seems to me, we ought to get the opportunity to speak, 

15 What they have said is, in going through the surreply 

16 briefs, this '449 patent that Alphapharra blocks Geneva on — they 

17 say it doesn't really block Geneva because the notice of Geneva's 

18 paragraph IV certification was sent to the wrong guy. That's 

19 v;hat they're saying. It wasn't sent to each owner of the patent. 

20 I don't even know what the truth of that allegation is 

21 because v/e don't have FDA's administrative record on what Geneva 

22 filed and who they sent it to. The piece of paper that I put in 

23 as Exhibit A to ray supplemental declaration was Geneva's notice 

24 letter on the '449 patent and other Paroxetine patents that 

25 Geneva attached to its coniplaint against Alphapharra in an 



1 infringement case that they sued against — against my client. 

2 And it's still ongoing so it's a matter of public record. 

3 We wanted to give the Court everything we had on the '44 9 

4 patent. But that's not what really is important here. It's not 

5 when the notice was sent to the patent owner and the ANDA holder. 

6 The issue is: Did Alphapharra file its paragraph IV certification 

7 with FDA before Geneva filed its paragraph IV certification with 

8 FDA? The filing of the notice with FDA is what's at issue, not 

9 when they sent the notice to the patent owner and ANDA holder. 

10 What we're concerned about is: Who was first to file with 

11 FDA? And it's clear on the record that Alphapharm beats Geneva 

12 by about two years on that patent. So this, again, is a red 

13 herring. 

14 Now, counsel may argue, well, under — you really have to 

15 perfect the notice by filing — perfect the certification by 

16 filing the notice, but that — they did perfect it. They did 

17 send the notice. Now they want to attack the guys whom they sent 

18 it to. 

19 But that doesn't change the basic fact of when it was 

20 filed with FDA. Filing a paragraph IV certification with FDA as 

21 part of your ANDA is the critical line of demarcation here; it's 

22 the critical standard. We beat them by two years. 

23 That's all the court needs to know on that. 

24 Thank you very much. 

25 THE COURT: All right. Thank you. 



1 MS. MAZZOCHI: Your Honor, if I may briefly respond on a 

2 few points. 

3 First, with respect to the gabapentin situation, I would 

4 like to note that Judge Huvelle did, in fact, suggest that Apotex 

5 pursue a shared exclusivity claim in connection with the patents 

6 that were at issue. I further believe that under the first 

7 applicant approach in that case, had it been applied, we would 

8 have already triggered Purepae's exclusivity by now and could, in 

9 fact, have been on the market. As it stands right now under 

10 FDA's patent-by-patent approach, we are being kept off the 

11 market, 

12 With respect to the statute itself, because we believe 

13 that — we agree with Vour Honor that if you start with the 

14 statute, in 355 (j) (5) (B) (iv) , the clause begins: "If the 

15 application contains a certification," And the certification is 

16 described in subclause (IV) of paragraph (2) (A) tvii) . 
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17 Section (vii) states that the certification that is at 

18 issue is the one that includes the — that — with respect to 

19 each patent which claims the listed drug referred to in 

20 clause (i) is the one that is at issue. And when you look, back 

21 at clause (i), that says "an abbreviated application for a new 

22 drug shall contain information to show that the conditions of 

23 use," et cetera, et cetera, "have been previously approved." 

24 To Torpharm, that indicates that it is the application 

25 which matters. 



10 



1 And furthermore, going back to section ( j) (5) (B) (iv) , if 

2 we are looking at when the later application shall be made 

3 effective, because we are not dealing with a court decision here, 

4 but we are dealing with the date of commercial marketing, 

5 subclause (I) states that "the application shall be made 

6 effective not earlier than the date the secretary receives notice 
"7 from the applicant under the previous application," 

8 So that, too, indicates that we should be concerned with 

9 an appllcation-by-application basis, not a patent-by-patent 
J.0 basis. And if we are dealing with an application issue, then 

11 this is Chevron step 1 and the Court is entitled to order FDA to 

12 not approve Alphapharm's ANDA. 

3^3 And that is true — the Court doesn't even have to decide 

14 whether it wishes to adopt the one-first-applicant approach or 

15 whether Torpharm' 3 cascading approach merits consideration in 

16 order to conclude that Alphapharm should not be entitled to 

17 secure final FDA approval under a shared exclusivity regime, 

18 The other point I would like to address that FDA raised 

19 which -- is the question of: Is having a shared exclusivity 

20 regime one that meets the policy goals of Hatch-Waxman? 

21 We contend that under the facts here, it certainly does 

22 not. As we've seen here today, when you have the shared 

23 exclusivity regime, FDA may not even reveal who is the first 
filer of an ANDA that is entitled to an exclusivity period. If 

. _ .. !T.. - ff J -wot* ■P'-ilov 
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25 you're another generic, not even necessarily a first filer 



1 operating in the marketplace, you're not even going to know who 

2 you should try to go after, perhaps, if you want to trigger their 

3 exclusivity by getting an early court decision of your own on one 

4 of the relevant patents. 

5 If you follow the one-first-applicant approach, there's 

6 one applicant, a fixed number of patents and everyone in the 

1 industry can figure out who they should be targeting if they want 

8 to try to trigger their exclusivity period and which are the 

9 patents that are at issue, because that is going to be readily 

10 ascertainable and fixed in time. 

11 So if FDA's goal is to ensure that there are not — that 

12 an — that a 180-day exclusivity period does, in fact, eventually 

13 get triggered so that other people can get on the marketplace — 

14 other generics can get on the marketplace, having multiple 

15 parties with exclusivity rights that the market can't even figure 

16 out until -- you know, here we are five years after we filed our 

17 first ANDA in 1998 and it wasn't until FDA's surreply brief that 

18 we finally figured out who had exclusivity rights assigned to 

19 whom — you know, if you have a one-first-applicant approach, you 

20 at least know v;ho to go after with respect to — 

21 THE COURT; Well, if you're making a policy argument, how 

22 can you argue that having four generic manufacturers with some 
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23 ability to put out on the market during an exclusive ISO-day 

24 period as opposed to just one doesn't advance the Hatch-Waxman 

25 goals of getting as many generic — cheaper generic drugs in the 



1 market as fast as possible? 

2 MS. MAZZOCHI: I think there are two answers to that 

3 response. First, I think that the sooner the IBO-day exclusivity 

4 period is triggered, the sooner everybody can get on the market . 

5 It wouldn't even necessarily be limited to just four individuals. 

6 Second of all, the more people who get put into the 

7 exclusivity pie creates a disincentive to undertake the 
litigation costs associated with being a first filer. To provide 
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9 a hypothetical, Apotex — or Torpharm, rather, was the first to 



10 



j.y certify to the '723 patent. Let's assume that there was only one 

11 additional patent that was listed in the Orange Book and all of 

12 the pending ANDA applicants certified to it on the same day. 

13 Under FDA's current regime, all of those ANDA applicants 
would be entitled Co shared exclusivity, so even if Apotex would 



14 



15 have done everything right and gotten everything on file 

16 immediately the day that a new patent was listed in the Orange 
n Book, what would have been a full exclusivity right for Torpharm 

18 would now have been completely eliminated and would become no 

19 exclusivity right at all. 
And when you are dealing with major blockbuster drugs, 



20 



21 where the name brand drug companies fight extraordinarily hard 
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over five years — and longer in our situation here with 



23 Paroxetine Hydrochloride — to try to maintain their own market 
monopoly, I think that Apotex — or Torpharm — • sorry; late in 
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25 the day ~ Torpharm believes that the incentive to actually go 



1 out there and challenge patents will be markedly diminished. 

2 THE COURT; Can I just ask you: It's a bit of a tangent, 

3 but if the FDA shared exclusivity letter ruling was issued in 

4 July, why did Torpharm wait until November 11th to sue? 

5 MS. MAZZOCHI: We filed a citizen's petition with FDA 

6 asking them to reconsider their ruling and we raised many of the 
1 issues that we presented to the Court in its briefing. 

8 We spoke with FDA, who had indicated that they were not 

9 planning on issuing final approval to anyone — we actually told 

10 FDA that viQ would be suing earlier; they asked us to wait, on the 

11 grounds that there was not going to be anyone receiving final 

12 approval, so that they could give due consideration to our 

13 citizen's petition, which they declined to take action on, And 

14 the parties then entered into the present briefing schedule. 

15 Thank you, Your Honor, 

X6 THE COURT: All right. Thank you. 

17 I'm prepared to rule at this point. And I want to first 

18 recite the facts that I think are most important in coming to a 

19 decision here. 

20 On December 29th of 1992, the FDA approved Glaxo' s new 

21 drug application for Paxil. And at the time, Glaxo submitted 

22 information only on one patent which was listed in the Orange 

23 Book, referred to as patent '723 for Paroxetine. 

24 In March — on March 31st of 1998, Torpharm submitted its 

25 abbreviated new drug application for four dosage strengths of 
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1 generic Paroxetine tablets. It included a paragraph IV 

2 certification concerning the sole patent then Listed in the 

3 Orange Book in connection with Paxil — that's P-A-X-I-L — the 

4 '723 patent. 

5 Glaxo sued Torpharm for infringement soon thereafter, but 

6 lost. Beginning in March of 1999, Glaxo began to list, within 30 

7 days of their issuance by the Patent and Trademark Office, eight 

8 additional patents in the Orange Book regarding Paxil. 

9 And that triggered the obligation of existing and new 

10 ANDA — that's A-N-D-A -- applicants for generic Paroxetine ~ 

11 and that, I think, is P-A-R-0-X-E-T-l-N-E — to file paragraph IV 

12 certifications concerning the added patents. 

13 Torpharm did so at various different times. 

14 On October 6th, 1999, Alphapharra filed its ANDA for 

15 Paroxetine tablets. Two other companies also filed Paroxetine 

16 ANDAs and all three ANDAs included paragraph IV certifications 

17 for the '723 patent among the other patent certifications. Some 

18 of these three competitors filed certifications concerning some 

19 of the eight new patents before Torpharm did. 

20 On November 19th, 1999, Glaxo also listed late one patent, 

21 the '449 patent, that had been issued 15 months earlier in August 

22 of 1998. The existing applicants did not have to file paragraph 

23 IV certifications concerning the late-filed '449 patent. While 

24 some applicants did, Torpharm did not. 

25 On July 30th, 2003, the FDA issued its final approval of 



1 Torpharm' s ANDA and Torpharm began to sell its product on 

2 September 8th, 2003, claiming an exclusive right to have no other 

3 Paroxetine ANDA approved for 180 days; namely, until about 

4 March 6th, 2004. ^ w „ 

5 Also on July 30th, 2003, however, the FDA granted shared 

6 exclusivity to three other Paroxetine ANDA applicants who had 

7 filed paragraph IV certifications concerning some of Glaxo' s 

8 added nine patents before Torpharm did. 

9 The FDA expects for Alphapharm's ANDA to be eligible for 

10 final approval on January 3rd, 2004 and Alphapharm asserts its 

11 right to sell its generic product on that date under the FDA's 

12 shared exclusivity ruling. 

13 Now, it seems to me that there is no genuine dispute about 

14 these material facts and we can turn to whether either side is 

15 entitled to a judgment as a matter of law. 

16 Torpharm' s first claim for relief asserts that the FDA 

17 violated the Food, Drug and Cosmetics Act and the Administrative 

18 Procedure Act by awarding shared exclusivity to the three other 

19 ANDA applicants that certified first to subsequently listed 

20 patents, but certified after Torpharm did to the '723 patent. 

21 It seeks, among other things, a declaration of its right 

22 to a fully exclusive 180-day marketing period and an injunction 

23 against the FDA granting final approval of Alphapharm's or anyone 

24 else's ANDA for immediate sale of Paroxetine tablets until after 

25 that 180-day period expires. 



1 Under the APA, whether the FDA's letter ruling was not in 

2 accordance with the law is subject to Chevron analysis. If the 

3 language of the governing statute speaks unambiguously to the 

4 issue in question, the only question is whether the agency has 
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5 given effect to Congress's clear coromand; if the statutory 

6 language is ambiguous, then the Court must give deference to any 

7 reasonable construction of the language by the enforcing agency. 

8 In this case, there are two principal statutory provisions 

9 at issue. The first defines what a paragraph IV certification 
lO must be. It is, quote: "A certification, in the opinion of the 
U applicant with respect to each patent i^hich claims the listed 

12 drug for which the applicant is seeking approval, that such 

13 patent will not be infringed by the manufacture, use or sale of 

14 the new drug for which the application is submitted." That 

15 language is found at 21 U.S. Code section 355|j) (2) (A) (vii) (IV) . 
Ig The second statutory provision is found at 21 U.S. Code 
n 355(1) (5) (B) (iv), which provides a 180-day exclusivity for the 

18 first applicant. The pertinent language says about subsequent 

19 applications that: "If the application contains a certification 

20 and is for a drug for which a previous application has been 

21 submitted under this subsection containing such a certification, 

22 the application shall be made effective not earlier than 180 days 

23 after the date the secretary receives notice from the applicant 

24 under the previous application of first commercial mar)ceting of 

25 the drug under the previous application." 
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1 This language may be thicic, but in my judgment, it is not 

2 ambiguous. Applying the facts here to the statutory language, 

3 Torpharm filed its ANDA in 1998. It provided a paragraph IV 
<\ certification regarding the '723 patent. That was the only 

5 patent listed in the Orange Book for this drug. At the time, 

6 there were no other paragraph IV certifications needed to compete 

7 Torpharm' s paragraph IV certification requirements. 

8 Torpharm was then a first filer for the drug product and a 

9 first filer on the '723 patent. It was Glaxo, the brand name 

10 manufacturer, that was then seeliing to keep this generic 

11 competitor off the market, that shortly thereafter began 

12 submitting for listing in the Orange Book a series of additional 

13 patents that the FDA says created the prospect of exclusivity 

14 standoff. ^ ^ , .. ^ .„,,_ 

15 It would be ironic if Congress meant to give the drug 

16 innovators such power when its aim was to get more and cheaper 

17 generics on the market faster. 

18 Torpharm, therefore, responded to the incentive that 

19 Congress crafted. It moved before all the others and filed to 

20 take advantage of that exclusive 180-day marketing period for the 

21 generic drug. „n *iT»rf <=„^ 

22 The other three filed after Torpharm did. All filed Cor 

23 the same drug. All contained the same certifications regarding 

24 the '723 patent that Torpharm filed. 

25 Nothing in the language of the statute undermines 
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1 Torpharm' s status as the previous applicant, entitled to the 

2 exclusivity whenever the Innovator lists new patents before the 

3 first ANDA is approved, that subsequent filers might certify on 

4 before the previous applicant does. 

5 The plain language of the statute grants one first 

6 applicant exclusivity in marketing the new generic drug. It 

7 seems from the FDR's opposition brief that the FDA may have first 

8 abandoned the 1999 one-first-applicant proposed regulation 

9 because of negative comments received, not because the proposal 
10 was not faithful to the command of the statute. 



Case 1:05-cv-02180-RWR Document 5-5 Filed 11/07/2005 Page91of92 



U But nevertheless, the FDR next abandoned the 

12 one-firat-applicant approach in 2001, based upon its reading of 

13 the language not oE the statute, but of its own implementing 

14 regulation. That reading created the principle that eligibility 

15 for exclusivity is based upon the particular patent at issue and 

16 not the drug product as a v;hole. 

17 And I'm not even sure that the language of Its own 

18 regulation mandates that principle, particularly if you integrate 

19 it with the facts here. 

20 If you do that, the regulations would read: If Alpha's 

21 abbreviated new drug application contains a certification that 

22 the '723 patent will not be infringed and the application is for 

23 a generic copy of the same Paroxetine drug for which Torpharm's 

24 substantially completed abbreviated new drug application was 

25 previously submitted containing a certification that the 'T23 



1 patent would not be infringed, approval of Alphapharm's 

2 abbreviated new drug application will be made effective no sooner 

3 than 180 days from the date Torpharm first commences commercial 

4 marking of its Paroxetine tablets." 

5 In any event, even giving due deference to the agency's 

6 interpretation of its own regulation, as I must, what is key is 

7 whether the FDA has given effect to the clear conunand of the 

8 statute, not its own regulation. 

9 All of the regulatory discussion about a patent-based 

10 approach and exclusivity standoff seems to have sprung from the 

11 regulators being enmeshed in ths consequences of their 

12 interpretation of the regulation, rather than the plain language 

13 of the statute. 

14 I reach my conclusion wholly independent of the fact that 

15 Congress last month amended the statute to make explicit the 

16 product-based approach for the 180-day exclusivity period. 

17 The FDA argues in its opposition brief that the fact that 

18 the amendment added new protections from the potential abuses of 

19 a product-based system confirms that the FDA had appropriately 

20 construed the previous version of the statute. 

21 It might be quite the contrary. It may suggest that the 

22 FDA previously got it wrong, although the FDA's concerns about a 

23 product-based system did warrant some statutory fixing. 
In conclusion then, Torpharm is entitled to a declaration 



24 



25 that the FDA acted contrary to the plain language of Section 



1 355(j) (5) (B} (iv) by awarding it shared exclusivity with three 

2 other subsequent ANDA applicants rather than a sole exclusive 

3 180-day marketing period for its generic Paroxetine tablets. 

4 Torpharm is also entitled to an injunction against the FDA 

5 that preserves the status quo by barring the FDA from granting 

6 final approval of Alphapharm's or anyone else's ANDA for 

7 Immediate sale of Paroxetine tablets until after Torpharm' s 

8 180-day exclusive period expires. 

9 I will enter judgment in favor of Torpharm on the first 

10 claim of its amended complaint. 

11 Because the relief I am granting on the first claim of its 

12 amended complaint is, in effect, equal to or broader than the 

13 relief sought on the second and third claims of the amended 

14 complaint, I will dismiss those claims as moot. 

15 This order is effective immediately, but I will ask 

16 Torpharm to draft a final written order consistent with this 
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17 ruling and share it with opposing counsel for conunent and joint 

IB revision, if any revision is needed, and then file it with the 

19 Court so there can be a written version of this oral order. 

20 Let me ask counsel for Torpharm how quickly you think you 

21 can do that? 

22 MS. MAZZOCHI: We'll do it tonight. 

23 THE COURT: I can't hear you. Come up to the mike. 

24 MS. MAZZOCHI: I apologize. We will try to circulate a 

25 draft to opposing counsel by the end of the day today or, at the 
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1 very least, by Monday. 

2 THE COURT! All right. Let me ask that you do that, 

3 And let me ask opposing counsel to look carefully at the 

4 draft and provide any feedback that you think might be warranted 

5 to the drafting counsel so that that can be filed as soon as 

6 possible to have a written meraorialization of my oral ruling. 

7 All right. Thank you very much, counsel, and good 

8 arguments. I appreciate hearing from all of you. Thank you for 

9 coming in. 

10 You may be excused. 

11 (Proceedings adjourned at 4:06 p.m.) 
12 
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